Best Available Copy D m 

c 7H3 816-4100 Jul 13 2010 5:11 P- 30 

NIXON & VANDERHYE PC Fax:703-816 41UU 

(12) INTERNATIONA L APPLICATION PUBLISHED UNDER THE PATENT COOPERATION TREATY (PCT) 

(19) World Intellectual Property Organization 

International Bareau 

(43) International Publication Date (10) International Publication Number 

6 November 2003 (06.1 1.2003) p CT WO 03/090827 A 1 




(51) International Patent Classification 7 : A61M 16/06 

(21) International Application Number; PCT/AU03/00458 

(22) International Filing Date: 17 April 2003 (17.04.2003) 

(25) Filing Language; English 

(26) Publication Language: English 

(30) Priority Data; 

PS 1926 23 April 2002 (23.04.2002) AU 

60/377,254 3 May 20O2 (03,05.2002) US 

60/397,195 22 July 2002 (22.07.2002) US 

60/402^09 1 2 August 2002 (12.08-2002) US 

(71) Applicant (for all 'designated States except US): RESMED 
LIMITED f AU/AUJ; 97 Waterloo Road, North Ryde, Syd- 
ney, New South Wales 21 13 (AU). 

(72) Inventors; and 

(75) Idventors/Applicahts (for US onlyjx MOORE, Rachael 



(AU/AU1; 6/136 Hastings Parade, North BoncU, Sydney. 
New South Wales 2026 (AU); GBVG, Anthony [AU/AU]; 
5/15 Dover Street Summer Hill, Sydney, New South Wales 
2130 (AU), NASR*.Saa*[AU/Air|; 7/134 The Grand Pa- 
rade, Brighton Le Sands,. Sydney, New South Wales 2216 
(AU)- KWOK, PhHip [AU/AUJ; 97 Waterloo Road. North 
Rydc, Sydney, New^outh Wales -21 13 (AU); PRICE, An- 
drew f AU/AU]; 32 Glajirnire Road, Banlkham Hills, Syd- 
ney, New South Wales 2153 (AU). PANTANARAYANA, 
Muditba [LK/AU]; 16 McCuslcer Crescent, Cherrybrook, 
Sydney, New South. Wales ,2 126 (AU), 

(74) Agent; DAVIDSON, Geoffrey, Robert; Halford & Co., 
Level 7, 1 Maxlcet Street, Sydney, New South Wales 2000 
(AU). 

(81) Designated States (national): AE, AO, -AU AM, AT, AU, 
AZ. BA, BB, BG, BK B Y, BZ, CA* GH, CN, CO, CR, CU, 
CZ, DE, DK, DM, DZ, EC, EE, ES, H, GB, GD, GE, GH, 
GM, HR, KU, ID, TL, IN, I* JP.KE, KG, K3> KR, KZ, LC, 

[Continued on next page] 



£35 (54) Title; EROONOMIC AND ADJUSTABLE RESPIRATORY MASK ASSEMBLY 



§ 

9\ 



© 




(57) Abstract: A respiratory mask (10) having a 
cushion (40) with a.gide^vass structure and a : seal 
extending away from the side wall to define a trape- 
zoidal aperture. The side wall of the cushion is re- 
movably attached to a frame (20) of the mask and 
head gear (80) is also; removably attached (94) and 
to the frame. 



310 




07/13/2010 TUE 05:07 [TX/RX NO S644] 8031 



nixon & vanderhye Bfcst Av»ilalfl3-<Sd£y'>i oo 



Jul 13 2010 5:11 



P. 31 



WO 03/090827 Al 




VC, VN, YU, ^ UA - UG, US, 

es. n, PR, OB, gr m, m rrW3 DE - DK - EE - 

HU, ffi, IT, LU, MC, NL. PT, RO, 



Published; 

— "lih international search report 



07/13/2010 TUE 05:07 [TX/RX NO 6644] ©032 



NIXON & VANDERHYE B§st /^taW<H96£y 41 00 J " I 1 3 201 0 5:1 1 P. 32 

WO 03/090827 PCT/AU03/00458 

ERGONOMTC AND ADJUSTABLE RESPIRATORY MASK ASSEMBLY. 



CROSS -REFERENCE TO RELATED APPLICATIONS 
[0001] The present application claims priority from Australian 
Application No. PS 1926, filed April 23, 2002 and U.S. Provisional Application 
Serial Nos. 60/377,254, filed May 3, 2002, 60/397,195, filed July 22 ?1 2002 and 
60/402,509, filed August 12, 2002, the specifications and drawings of which are 
incorporated herein by reference. This application is also related to co-pjeriding . 
U.S. Non-Provisional Application Nos. 10/391,440, filed March 19, 2003 entitled 
''Ergonomic and Adjustable Respiratory Mask Assembly With Frame" (Attorney 
Docket: 74066/291720); 10/390,682, filed March 19, 2003 entitled and ' 
"Ergonomic and Adjustable Respiratory Mask Assembly With Cushion'' 
(Attorney Docket; 74066/291721J; 10/390,681 filed March 19, 20Q3^d&nlAlled 
e£ Ergonomic and Adjustable Respiratory Mask Assembly With Headgear 
Assembly" (Attorney Docket; 74066/291722); 10/390,720, filed March 19, 2003 
and entitled "Ergonomic and Adjustable Respiratory Mask Assembly With Elbow 
Assembly" (Attorney Docket: 74066/291723); and 10/390,826 filed March 19, 
2003 and entitled ''Ergonomic and Adjustable Respiratory Mask Assembly With 
Vent Cover" (Attorney Docket: 74066/291724), the specifications and drawings " 
of which are incorporated by reference in their entireties. 



FIELD OF THE INVENTION 
[0002] The invention relates to a nasal mask for use in the delivery of 
Noninvasive Positive Pressure Ventilation (NPPV) and for nasaTcdntinudUs " - 

SUBSTITUTE SHEET (RULE 26) 
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positive airway pressure (nasal CPAP) therapy of sleep disordered breathing 
(SDB) conditions such as obstructive sleep apnea (OSA). 

B ACKGROUND OF THE INYENTION : 

[0003] The application of nCPAP for treatment of OS A was taught by 
Sullivan in U.S. Patent No, 4,944,310, incorporated herein by reference in its 
entirety. In nCPAP treatment of OSA, pressurized air or other br^A able gas is 
provided to the entrance of a patient's airways at a pressure elevated above 
atmospheric pressure, typically in the range 4 to 20 cm H20 to "splint" open the 
patient's upper airways and prevent apneas. 

[0004] Apparatus to deliver nasal CPAP and NPPV therapy typically 
comprises a blower, an air delivery conduit and a patient interface. The blower 
may be programmed to deliver a range of different forms of therapy. Li one form, 
a constant pressure of air or breathable gas is provided to the patient*: It is also 
known for the level of treatment pressure to vary from breath to breath in 
accordance with patient need, that form of treatment being known as 
automatically adjusting nasal CPAP treatment as described in U.S. Patent No, 
5,245,995 (Sullivan and Lynch), incorporated herein by reference writs entirety. 
NPPV is another form of treatment for breathing disorders. Ex its most basic 
form, a relatively higher pressure of gas may be provided in the patient mask 
during the inspiratory phase of respiration and a relatively lower pressure or " 
atmospheric pressure being provided in the patient mask during the ex|firat6ry ~ 
phase of respiration. In other modes, the pressure can be made to vary in a 
POjnplex manner throughout the respiratory cycle. For example, thejpressure at 
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the mask during inspiration or expiration can be varied through the period of 
treatment. See, for example, U.S. Patent No. 5,704,345 and International Patent 
Publication Nos. W098/12965 and WO99/61088, all of which. are.iiicorporatedby - 
reference herein in their entireties. In this specification, the term NEPV therapy 
will be used to describe all these forms of NPPV and nasal CPAP therapy, 

[0005] The patient interface for NPPV therapy may take many forms, 
such as a nasal mask assembly, a nose and mouth mask assembly, nasal cushions 
or a nasal prongs or pillows assembly. A mask assembly typically includes a rigid 
shell, a soft face-contacting cushion, a forehead support and headgear for securing 
the mask to the head. 

[0006] In one known mask assembly, the headgear includes a cap 
portion with four straps. In use, the cap portion engages the occipital portion of 
the patient Furthermore, in use, the two lower straps extend between ithe cap 
portion and a nasal mask while the two upper straps extend between the cap 
portion and a forehead support. See, for example, U.S. Patent No. 6,119,693 
(Kwok, Matehett and Grant), incorporated herein by reference in its entirety. 

[0007] Some patient interfaces include quick or convenient release 
mechanisms for enabling a patient and/or clinician to disengage from^the blower, 
blower tube and/or the mask/headgear assembly. Quick or convenient release 
mechanisms are useful where 

or where a system failure causes a cessation of gas flow to the patient interface. 
For example, as disclosed in U.S. Patent Application No. 09/482,718, 
incorporated herein by reference in its entirety, the headgear and mask can be 
removed from the patient by pulling a conveniently located cord to decouple hook 
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and loop fasteners between engaging headstraps that are positioned, for example, . 
at the rear of the headgear assembly . In another example, as disclosed in U.S. 
Patent Apphotfon No. 09/504,220, incoiporated herein by reference^ 
entirety, the headgear/mask assembly can be removed from the patient by 
detaching a connector member for the headstrap, which connector member is 
connected directly to the frame of the mask. See also U.S. Patent No. 3,990,727, 
. Which discloses a quick detachable coupler that appears to employed jt>y the 
SleepNet™ IQ™ mask, 

[0008] Since the patient must be able to sleep while weadtag the 
patient interface, it iB desirable that it be comfortable. In addition, the patient 
interface should provide a good seal to prevent or reduce leaks, or to bettpr control 
any leak that occurs and to maintain efficacy of treatment. Since the shape of 
peopled hoses, faces and heads vary widely, from a commercial perspective, it is 
important to be able to manufacture patient interfaces which can accommodate 
this range of facial shapes without having to carry excessive inventory through a 
large number of sizes. A number of patient interfaces have been designed with 
the goals of patient comfort, ease of use, adjustability and die ability to 
accommodate a wide range of patient face and head shapes in mind. _* 

[0009] U.S. Patent No, 5,243,971 (Sullivan and Bruderer) jn-ovides a 
patient interface (both nasal and full-face masks) that is suitable for use in NPPV 
therapy. The mask has a face contacting portion mounted to a shell which is sized 
and shaped to overfit the nose region of an intended wearer, and the face^ 
contacting portion is in the form of a distendable membrane which is molded from 
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an elastic material. U.S. Patent No. 5,243,971 is hereby incorporated by reference 
in its entirety, 

[0010] U.S. Patent Nos. 6,357,441 and 6,1 12,746 (Kwokjand Styles) 
each describe a nasal cushion which comprises a substantially triangglariy shaped 
frame from which extends a membrane. These patents axe hereby incorporated by 
reference in their entirety. 

[001 1] Other nasal masks ace disclosed in U.S. Patent Nos. 5,724,965 
and 6,119,694, incorporated by reference in their entirety. Each describes a nasal 
cushion that engages with the tip of the nose or that portion of the no^e in the 
horizontal plane just above the upper lip of the patient. tn PCT/USOO/11329 (WO 
00/69521), incorporated by reference in its entirety, a triangul^-shaped nasal 
cushion includes a tapered profile that narrows towards the face of the patient. 
Some of these prior art masks/cushions has experienced significant challenges 
from the perspective of patient comfort, potential nasal vent pccl^ipn, stabihly 
and/or sealing (especially at the nasal bridge and cheek regions). 

[0012] A number of adjustable forehead supports have been developed 

: 

with the aim of achieving a serviceable seal while increasing patient ceinfort and 
accommodating the greatest number of patients in the population. For example, 
U.S. Patent NoJ 6,119,693 (Kwok, Matchett and Grant) describes an adjustable 
forehead support for a nasal mask or full-face mask. The forehead support may 
be adjusted for the different shapes and sizes of a facial profile. The angle of the 
seal relative to the face may be adjusted with this invention. U.S. Patent No. 
6,119,693 is hereby incorporated by cross-reference in their entirety. 'In 
International Patent Application PCT/AUOO/00097 (WO 00/78384), a forehead 



1 
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support is disclosed that is adapted to be secured to a lespiratpry tn0k. 
International Patent Application PCT/AUOO/00097 (WO 00/7S384) |s hereby 
incorporated by cross-reference in its entirety, 

[0013] Accordingly, a need has developed in the art to pjpvide a mask 
assembly that is capable of overcoming the drawbacks or limitations: of the prior 
art 

BRIEF SUMMARY OF THE 1NYEN1ION Z i .1 Z 

[0014] One aspect of the present invention is direqted towards a 
comfortable patient interface for delivering NFFV therapy. 

[0015] Another aspect of the invention is to provide a patient interface 
that will result in improved patient compliance with NPPV therapy, ~ 

[0016] It is another aspect of the present invention to create a cushion 
that is capable of sealing on a smaller area of the nose as compared to known 
masks, while retaining or exceeding the comfort level of the ResMed Mirage® 
and UltraMirage® cushions. . . ~. . ... .. 7* . ~ . . " 

[0017] It is a further aspect of the present invention to reduce the 
perceived and/or actual size and/or weight of a nasal mask and provide a less , 
intrusive mask for the user. 

[0018] Another aspect of the present invention is to provide a mask 
assembly in which the mask and headgear have a reduced amount of connections 
that are provided in a convenient and intuitive location for quick attachment 
and/or detachment by the p 



I; 
J 
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[0019] Another aspect of the invention is to provide a risk assembly 

in which it is not necessary to provide a forehead support or : 

mechamsm for the forehead support, whUe maint^ 

use. * 

[0020] Another aspect is to provide a nasal mask capable of fitting a 
wide range of patients, so as to decrease or minimize inventory required* and 
the number of differently sized masks/cushions that are required for production. 

[0021] Yet another aspect of the present invention is to provide a nasal 
mask that offers more comfort to the patient, e.g., by better avoiding ;the 
application of unwanted localized pressure points in the facial contacting regions 
especially to the sensitive nasal bridge region of the patient, while mamltedning a 
good seal, with or without the assistance of positive pressure to form or maintain 
the seal. Another aspect of the present invention is to avoid contact with the 
upper nasal bridge region* while avoiding localized pressure points along the 
lower nasal bridge region where the bony portion transitions into a portion of the 
nose containing more cartilage. 

[0022] Another aspect of the present invention is to ayoid^pHcatioB 
of unwanted localized contact pressure or forces that may increase undesirably the 
impedance of airflow through the patient's nares/naris and nasal passages, 
especially through the nasal vent 

[0023] Still another aspect is to provide a headgear asisembiy which 
can provide added stability to the mask/cushion assembly. In embodiments, the 
headgear may be made of or include at least one layer which imparts ia degree of 
stiffness to the headstraps to assist in the stabilization of the mask/cushion 
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assembly, which may obviate the need for a forehead support and thereby 
decrease visual obstructions near the patient's eyes and belter enhance Cr at least 
notninderthepadent^^ 
systeminuse. At feast a pordon of the he^ 

relatively more rigid material in comparison to relatively flexible headstraps, 
mstead of providing a multiple layer structure. The headgear may mclude a 
relatively large, hand-manipulable clip mem ber that can be quicldy and easily . 
attached and/or detached from the head strap and/or the mask frame. * 

Alternatively, the headgear may be magnetically coupled with the mask frame 

[0024] Another aspect of the present invention is to provide a 
convenient or quick release mechanism which requires Utile effort or dexterity to 
operate. 

[0025] Another aspect of the present invention is to provide a frame 
which includes and/or integrates a quickrelease mechanism so that thfeclip 
member of the head straps can be easily detached from the frame. The'qrack 
release mechanism may include at least one connector portion formed m one piece 
with the frame. A mating connector portion can be provided on a portion of the 
headgear. The mask system is attached to a source of pressurized air which is 
delivered via an air delivery conduit. The conduit may be directly attached to the 
mask with its lumen in fluid communication with the mask chamber in brder to 
supply pressurized air to the entrance of the patient's airway. Preferably an 
intermediate piece connects the air delivery conduit to the mask. Preferably the 

intermediate piece is an elbow joint, which will be better described below. The 

frame may include an extended tube protruding from the outside surface of the 
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mask, which can improve the sea! between the elbow joint mdmjnask&ar^. 

and also improve the stability of the connection between the mask fikme and the 
elbow joint. The extended tube may include a flange for attachmentto the elbow 
assembly. Preferably the elbow assembly may be easily mampnlate^ to quickly 
and ieadily detach the elbow joint fiom the mask frame during a temporaiy 
interruption in patient treatment The elbow assembly may include a vsntto 
atmosphere. Preferably the vent is in fluid communication with the aystera air 

path via an exhaust passage which is separated from the incoming gas path, for 

example, by using a baffle provided within a portion of the elbow joint 

[0026] Another aspect of the invention is to provide a generally 
trapezoidal shaped mask cushion for a patient interface. 

[0027] Another aspect of the invention provides a respiratpxy mask 
assembly for delivering breathable gas to a patient The respiratory mask 
assembly according to one embodiment includes a frame having a front surface 
and a rear surface, opposite the front surface, and adapted in use to fade the 
patient The frame defines an inner wall and an outer wall extending from the rear 
surface, the inner and outer walls being spaced to define a channel therebetween. 
A cushion is removably attachable to the frame such that the cushion and frame 
are repeatably engagable with and disengagable from one another. The cushion 
includes a side wall to be inserted into the channel of the frame, Reside wall 
having a first interlocking surface that engages a second interlocking. surface 
provided in the channel when the cushion and frame are engaged with;one 
another. The first and second interlocking surfaces interlock with one another to 
removably attach the cushion to the frame. 
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apparent from the detailed desorm*™ 1*1 , 

tailed descnpbon below read in conjunction with tie attached 

BRIEF DESCRIPTION OF THE DRAWINGS 
T0029] The accompanying drawings facilitate an understanding of the 
various embodiments of this invention. > such drawings; 

[0030] Rgure lis a perspective view of a nasal mask assembly 
according to one preferred embodiment of the present invention; " ' 

[0031] F ig"re lb shows a headgear assembly according to an 
embodiment of the invention; 

[0032] Figure 2 is a partial side view of the nasal mask assembly of 
Figure 1; 

100331 Fl « im? 3isa P* 1 ** front view of the nasal mask assembly T of 
Figure 1; 



[0034] 
of Figure 1; 



Figure 4 is a partial top plan view of the nasal mask assembly 



[0035] Figure 5 is a front perspective view of a frame component of 
the nasal mask assembly of Figure 1; 

[0036] Figure 5a is a top view of the frame of Figure 5; 7 
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100371 RgUre 5b iS a schettiatic view showing .yadpus , . 

the nasal mask assembly which may affect a patient; " ■ H ' 

[0038] F igure 5 c is a rear perspective view of the frame of Hgure 5; 
[0039] Hgureeaisatopviewofanelbow^sse^ i " 

according to another embodiment of the present in vention; 

[0040] Figure 6b is an exploded view of the embocument of Figure 6 a; 
[0041] Rgure 7 is a partial sectional view of the frame of Figure 5; 
[0042] Figure 8 is a side view of a left side yoke of me nasal mask 
assembly of Figure 1; "".'.[.'. .'. 

100432 Fisure 8a is 311 ^Kged view of a right side_yoke accprding.to. 

another embodiment of the present invention; 

[0044] Fi S««9ai S atopvie W ofalockmgchpofmenasaim^^ 
assembly of Figure 1 ; 

[0045] Figure 9b is a bottom view of the locking clip of Figure 9a; 

[0046] Figure 10a is a side view of a clip and frame in a nearly fully 
connected condition, according to the present invention; • 

[0047] Figure 10b is a bottom view of the clip of Figure 10a;. 

[0048] Figure 10c is a top view of the clip of Figure lpa; 

[0049] Figure lOd is a perspective view of the clip of Figure 10a; 

[0050] Figures lOe-lOg illustrate the clip and yoke of the present 
invention in various connected positions; 

[0051] Figure 11 is a perspective view of a buckle of the nasal mask 
: assembly of Figure 1; 
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[0052] Figure 12 is a bottom view of a crossover: sttap.of the .aasal 
mask assembly of Figure 1 in a relaxed state; : ..'V '. 

. [0053J ^ 13 is a bottom view of the ^^er^of^gure^., 

in a crossed-over state; 7 ; 

[0054] Figure 14 is a view of a cross-over buckle of the cUs-over 
strap of Hgure 13; .'.['. 

[0055] H^rel5isaperspectiveviewofastraploopforuse : withthe 
nasal mask assembly of Figure 1; 

[0056] Figure 16a is a perspective view of the swivel elbow shown in 
Figure 1; 

[0057] Hg"rel6bisasicteviewofasw^^^ 
assembly of Figure 1; '* 

[0058] Figure 17 is a front view of the swivel elbow of Figures 16a 
and 16b; 

[0059] Figure 18 is a rear view of the swivel elbow of Figures 16a and 

16b; 

[0060] Figure 18b is a side view of another embodiment of a swivel 

elbow; 

[0061] Figure 18c is a front view of the swivel elbow of Figure 18b; 

[0062] Figure 18d is a rear view of the swivel elbow of Figure 18b; 

[0063] Figure 18e is a cross-sectional view of the swivel elbow of 
Figure 18b; 



1. 
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[0064] i9a~l-l9c-2 are sequential sectional 



view& of the 



swivel elbow as shown in Hgure 18, iUustmting c^nn^tipn.with a W ... 
extending from the front surface of the frame; 

[0065] HgureaOisaperspectiveviewofaventcoverof.menasal ' 
mask assembly of Hgure 1 ; 

[0066] Hgur e 21isar e arviewoftheventcoverofKguii20; 
[0067] Figure 22 is a bottom view of the vent cover of Hgure 20; 
[0068J Hgure 22b is a perspective view of another eml^dimeiit of a 
vent cover for connection with the swivel elbow of Figure 18b; 

[0069] Figure 22c is a rear view of the vent cover of Hgurl 22b; 
[0070] Figure 22d is a bottom view of the vent cpver of Figure 22b; 
[0071] Figure 22e is a side view of the vent cover of Hgure 22b; 
[0072] Figure 22f is a side view of illustrating the vent cover of Hgure 
22b connected to the swivel elbow of Hgure 18b; 

[0073] Figure 23 is a perspective view of a connector tube of the nasal 
mask of Hgure 6a; t 

[0074] Hgure 24a is a face side view of a cushion of the nasal mask 
assembly of Figure 1 showing Computer Aided Design (CAD) construction lines; 

[0075] Figure 24b is a frame side view of the cushion of Figure 24a 
showing CAD construction lines; 

[0076] Figures 24c-24f illustrate various perspectives of the cushion 
shown in Hgure 24a; l [ [ 

[0077] Figure 24g shows a mask cushion in accordance with an 
embodiment of the invention incorporating a septum notch; 
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[0078] Figure 25a is a perspective view of the cushion shown in 
Figure 1 showing CAD constractiou lines; 

[0079J Figure 25b is a face side view of the cushion of Figure 25a; 
[0080] Figure 25c is a frame side view of the cushion of Figure 25a 
showing CAD construction lines; 

[0081] Figure 25d is a cross-section taken along line 25d-25d.of Fig. 
25b showing CAD construction lines; TZ"7'."'.T" 7".~ ..." 

[0082] Figure 25e is a cross-section taken along line 25e-25eof Fig. 

25b; 

[0083] Figure 25f is a cross-section taken along line 25f-25f Of Kg. 

25b; 

[0084] Figure 25g is a cross-section taken along line 25g-25g:of Fig. 

25b; 

[0085] Kgure25h is a cross-section taken along tine 25h-25h Of Hg. 

25b; 

[0086] Kgure 25i is an enlarged view of Fig. 25d showing typical 
(TYP) dimensions of an embodiment (R-radius); 

[0087] Figure 26 is a perspective view of an air tube. of. thfehasal mask 
assembly of Figure 1; "' " ""• 

[0088] Hgutes 27a-27e are partial sectional views of a franie and 
cushion of the nasal mask assembly of Figure 1 showing a sequence of positions, 
of assembly and disassembly of the frame and cushion; 

[0089] Figure 28 is a partial sectional view of an alternative; 
embodiment of the frame and cushion of the nasal mask assembly of Figure 1; 



: 

1 
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C0090J Figures 29a-29d show alternati ve sealing confiscations of the i 
cushion of Figures 27a-27e. ' j 

[0091] Figures 30 and 31 show various dimensions used to design a 
mask according to Figure 1; 

[0092] Figures 32a-l-32c-2 illustrate an additional embodiment of the 
present invention for engagement between the frame and cushion, the cushion 
showing CAD construction lines; i 

[0093] Figure 32d is an enlarged cross-sectional view of the frame 
shown in Figures 32a-l-32c-2; 

[0094] Figure 32e illustrates an additional embodiment of rthe present 
invention for engagement between the frame and cushion; 

[0095] Figure 33 is a perspective view of another embodiment of a 
frame of the nasal mask assembly; 

[0096] Figure 34 is a top view of another embodiment of the yokes of 
the headgear assembly of the nasal mask assembly; 

[0097] Figure 35 is an enlarged view of a right side yoke of the 
headgear assembly shown in Figure 34; \ 

[° 098 ] Figure 36 is a perspective view mustrating the frarafc of Figure^ . ; 
33 magnibtically coupled to the headgear assembly of Figures 34 and 35; 

[0099] Figure 37 is a schematic view illustrating the magnetic 
coupling of the frame of Figure 33 and the headgear assembly of Figures 34 and 
35; 

[00100] Figures 38A-38D show various perspectives of another 
embodiment of the cushion, the cushion showing CAD construction lines; : 
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[00101] Figures 39A-39D show various perspectives of another 
emb,^ of the cushion, the cushion showing CAD consiTOctionknes; 1. 

[00102] Figure 40 is a perspective view of another embodiment of a- 
frame of the nasal mask assembly; 

[00103] Figure 41 is a bottom view of the frame shown in Rgnre 40;- 

[00104] Hg*re42isatopviewofauemb 0 di^^ . 
structured to be engaged with the frame shown in Fig. 40, the cushion showing 
CAD construction lines; and 

[00105] Figure 43 is a rear view of the cushion shown in Fig, 42, the 
cushion showing CAD construction lines. 

DETAILED DESCRIPTION OF PREFERRED EMBODIMENTS 

[00106] Twomameinbodirnents are described in me figures^ Although 
many of the features and/or parte of each embodiment are the same, there are 
several parts and/or elements that are different. For example, while Figure 1 
shows one embodiment of an elbow assembly 60 according to the present • 
invention, Hgures 6a-6b show another arrangement of the elbow assembly 60. 
Other differences between the embodiments will be described below. Moreover, 
several alternative approaches are also described with respect to various parts 

and/or elements, and those alternative approaches should be considered? as 

additional preferred embodiments of the present invention. 

[00 107] As shown in Figures 1-4, a nasal mask assembly 10 according 
to one preferred embodiment of the present invention includes a frame 20 and a 
cushion 40 that is preferably detachably connected to the frame 20.,. Alternatively, 
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the cushion 40 can be permanently attached to the frame 20 using, ejg., « 
molding or over-molding techniques, glue and/or mechanical fastening means. A 
swivel elbow assembly 60 and a headgear assembly 80 can be attach^ to the 
frame 20, Rgure 1 shows the nasal mask assembly 10 generally, as it is intended . 
to be mounted onto a human head. Of course, the depiction in Figure 1 is slightly 
spaced away from the head, or "floating", for ease of understanding. Kgu^ lb 
shows the headgear assembly laid flat with the frame 20 removed theLfrom. 
Pigme 2 illustrates the mask assembly 10 from the left side view, Figure 3 
illustrates a front view thereof, and Figure 4 illustrates a top view thereof. In 
Figures 2-4, the rear portion of the headgear assembly 80 has been removed for 
clarity. 



MASK FRAME ■■: 
[00108] As shown in Figure 5, frame 20 includes an elongated body 22 
having a central bore 24 for connecting to the swivel elbow assembly 60. Figure 
5a is a top view of the frame 20 in which the cushion 40, the elbow assembly 60 
and the headgear assembly 80 have been detached. The frame 20 includes a main 
body 20a, which is designed to accommodate the cushion 40, and a pair of side 
frame members 20b that are preferably formed in one piece with the main body 
20a of the frame 20. Figure 5a shows that both side frame members preferably 
have the same configuration. The main body 20a and the side frame membera 
20b have been designed to have a curvature that generally follows the facial 
contour of the patient's face on each side of the nose. In accordance with one 
embodiment of the invention* the cmvature follows a smooth transition from the 
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two side members having an inclusive angle of 120°/ With the cusmon40in 

to prevent contacting the patient's nose, while the side frame niembek: 20b are 
- generally parallel the cheek regions. A space is maintained' between^ach side ': . " 
fiame member 20b and the cheek of the patient since contact is not desired in this 
area. However, if desired, the side frame member 20b may be constructed to 
include a comfort feature such as pad structure that engages the cheek regions of 
the patient. Such a pad can have the advantage of assistmg m snpppr&ng the / . 
cheeks when pressure is applied in treatment mode. 

[00109] Based on the curved design of the frame 20, and otherfeatures, 
the center of gravity CGI (Fig. 5b) of the mask assembly 10 can be formed closer 
to the face of the patient. As such, rotative torque or moment created in the 
vertical plane due, for example, to the weight of the mask assembly can be 
reduced. For example/if the patient is sitting in the upright position a§ shown in 

FiSUie 5b * Weight of the mask ^^Wy 10 can produce torque about an axis 
A (into the page) that is transverse to the patient's nose in the horizontal plane. 
That torque can produce forces tending to rotate the mask assembly 10 in the 
direction of arrow B about the axis A which is generally positioned along the 
upper Hp region of the cushion. Such torque may result in patient mscomfort 
along the upper hp region and/or reduced sealing around the lower bridge region 
of the nose and/or at the cheek region. Specifically, a center of gravity; CGI 
located close to the face can produce less torque than a mask having a center of 
gravity CG2 that is further away from the face. This is because the. distance dl, 
d2 between the center of gravity CGI, CG2 and the face defines the ievier arm 
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used to measure torque (torque , force x lever arm ^ di^_ Act?0 ^ y , t ^ Ue . 
caabetedocedif^fo^ortheW 

can be creafcrf if the patient is lying on bis or her aideaa weU. Tietozqueis 
affected by the geometry of the elbow, including such features as its length and 
height in relation to the cushion. It is desirable to Mnimise the effective lever 
arm length of the assembly which depends amongst other things on the' 
configuration of the elbow. 

[00110] Other factors which contribute towards reducing the.distance ■ 
between the center of gravity of the mask assembly and the face mclude design of 

the cushion 40, the design of the frame 20, and the design of the elbow assembly 

60. Another source of torque, which may affect stability of the mask,ds the 
connection of the elbow assembly 60 to the gas delivery tube. In effect, the gas 
delivery tube may impart a force on the elbow assembly 60, which in turn may 
create a torque tending to shift the mask assembly with respect to the patient The 
amount of torque applied to the patient due to the connection betweemthe elbow 
assembly arid the gas delivery tube can be reduced using the elbow assembly 60 
• di^ssed below in relation to Figures 16a-19c-2, hi short, the lever arm of the 
elbow assembly can be effectively reduced because the elbow assembly is 
designed to c-e connected directly to a gas delivery tube 310 (Fig. 26), Without the 
need for an intermediate swivel connector member 300 (Figs. 6b and 23) between 
the elbow assembly and the gas delivery tube 310, as is currently usedan some 
prior art Alternatively, a swivel may be incorporated within the tube. In this way, 
an additional degree of freedom of moverhent may be added without increasing 
the undesirable torque. Also, because the cushion 40 is designed to distribute 



• r 
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pressure at least along the lip and cheek regions of the cushion 40, the possibility 
or tendency to rotate in the vertical plane is further reduced Moreover, each of 
the cheek regions of the cushion 40 defines a relatively large contact pressure 
receiving surface that is elongated in the vertical direction and widened in the 
horizontal direction. As such the cushion 40, at least in the cheek regions,.resist , 
rotational movement in the vertical and/or horizontal planes, which helps rnairitain 
the cushion 40 in a consistent position on the patient. More details of the cushion 
40 are described below in relation to Figures 24a-25i. Referring to pjg, 5c, the 
frame 20 includes a channel 26 having a generally trapezoidal shape for 
connecting to the cushion 40, The channel 26 includes an inner wall 28, an outer 
wall 30 and a channel floor 32. The channel 26 will be described in further detail 
below. 

[001 1 1] Figure 6a shows a frame 20 and elbow assembly 60 that is 
slightly different than the frame 20 and elbow assembly 60 shown in ^Figures l-5c. 
Although the main differences between the embodiments reside in the elbow 
assembly 60, there are other differences between the frames 20, aroMpns 40, etc,, 
as will be readily seen by comparing the various figures, or understood in 
conjunction with the description in various sections below. like elements are 
indicated with like reference numbers. 

[001 12] In Figures 6a and 6b, the elbow assembly 60 is attached to the 
mask 20 using a C-clip 23 (Fig. 6b) that can be expanded and contracted to fit 
within a circumferal groove 25 provided on a portion of the elbow assembly 60 
that protrudes into the frame 20 using a mechanism similar to that provided on 
ResMed ? s ULTRA MIRAGE® mask and as described in U.S. Patent Application 
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No. 09/594,775 (Drew et al.). An exploded vi ew of the cushion ^ frazne 20, 

fI ".* OW 60 ^exy tube is sh^i* jgg^ ...^ • ~ 

CKP 23 has a surface that the h*de surface of the f^^^ ~ 

unwanted disconnection between elbow assembly 60 from the frame 20. The 
elbow assembly 60 may also include ™ecrma»TOop^^l^to. " 
atmosphere, for example, for gas washout of exhaled c^ . 

^ ° PeninSS 61 818 Structured so ^^^^tinentp^ssmiwillbe 
maintained within the nasal cavity. The vent openings 61 may be covered with a 
shell member 65 which is resiliency and removably clipped onto an enter surface 
of the elbow assembly 60. The vent openings 61 in Figure 6a are vi^ through 
the clear shell member 65. Details of the shell member 65 and the C-Up are 
described in the ResMed's U.S. Patent Application Nos. 09/502,745, 09/594,775 
! or PCT Application No. PCT/AUOO/00097 (WO 00/78384), all of which are 
incorporated herein by reference. 

[00113] As shown in Kg. 6a, the inner wall 28 of channel 26 preferably 
extends away from the frame 20 to a distance that is greater than the distance that 
the outer wall 30 extends away from the frame 20. Figures 5c and 32d also show 
that the inner wall 28 extends away from the frame 20 a distance that is greater 
than the distance over which the outer wall 30 extends away from me frame 20. 
As shown in Hg. 32d, the thickness of the inner wall 28 is in the range [off about 1- 
2 mm, preferably 1 .4 mm, the thickness of the outer wall 30 is in the range of 
about 1-2 mm, preferably 1 .4 mm, and the distance between the tops of the inner 
and outer walls 28, 30 is in the range of 0.5-10 mm, preferably 2 mm7 Further, as 
shown in Fig. 32d, me width of channel 26 between the upstanding surfaces of the 
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preferably 5 mm. 

[00114] By adopting this relative distance between inner wall 28 and 
outer wall 30, the engagement of the cushion 40 to the frame 20 is facilitated. As 
the cushion and mask frame are moved together, the inner wall 28 provides a 
visual and/or tactile cue to cushion aUgnment and men wm facmtatelthe 
continuance of the engagement process by guiding the edge of the side wall or 
central portion 215 (Figs. 24e and 27a) of the cushion 40 into channel 26, as will 
be more fully explained with reference to Figures 27a-29d and 32a-l-32c-2. The 
• shape of the channel 26, e.g., a generally trapezoid shape as seen in Figure 5c, is 
selected so as to achieve guidance to correct cushion orientation relative to the 
channel 26 without the need for additional guide pieces as would be the case 
should the channel 26 have a more symmetrical shape such as an equilateral 
triangle, circle, square or rectangle. Nevertheless, the cushion channel 26 could 
adopt any of these shapes. 

[001 15] As seen in Figures 5c and 6a, the frame 20 included a locking 
clip receiver assembly 34 positioned on each side of the frame 20 for connecting 
to a respective locking clip 82 (Figures 9a and 10a) of the headgear assembly 80, 
Each locking clip receiver assembly 34 includes an engagement face 35 (Fig. 5c), 
a central support slot 36 and two locking slots 38 positioned on opposite sides of 
the central support slot 36. The central support slots 36 and locking slots 38 have 
a generally rectangular cross-section. Each of the locking slots 38 includes a 
locking flange 39 (Fig. 7) positioned on an outer wall thereof for engagement with 
a respective locking tab 116 (Figs. 9a and 9b) of one of the locking clips 82, as 
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descnbedbeXow. Hxe channel 38 -ybeptovided .^th aslot 71 ^g, lOa)^:^ 
outer waJl of me frame 20 in addition to or in ^ac^t crft^^flan^aP 
(Fig. 7). The slots 71 on the bottom of the frame 20 can be seen in Hg. 5a, while 

Hg. 4 shows the slots 71 from the top of the frame 20. The slots. 7Lneed not . 

extend through the side walls of the frame 20. 

HEADGEAR ASSEMBLY 

[00116] Figure lb shows headgear assembly 80 in accoxdance with an 
. ^^entoftoemvention,wimoutmeframe20orc^ 
headgear assembly is shown laid flat 



The Strans and Yokes '.... .'!.. \ 

f00117 f Referring to Figures 1-4, headgear assembly 80 includes a pair 
of front straps 84, with the left and right front straps 84 preferably betog mirror 
images of each other. Each front strap 84 is in the general form of a TT and has 
a front strap end 86, a top strap end 88 and a rear strap end 90 all fanned in one 
piece or otherwise interconnected together by mechanical fastening or the like.: 
The straps are made from laminated fabric and foam. One commerciaUyayailable 
material is "Breath-O-Prene'"™ manufactured by Accumed Inc., USAl Fastening 
of the straps may be assisted by use of a hook and loop material such os 
VELCRO®, however, the straps need not include hook and loop fasteners since 
the straps are fastened to the frame 20 using locking clips 82, as more fully 
described below. As shown in Figures 1-3 and 8, a yoke 92 is attached to each 
front strap 84. Each yoke 92 has the same general shape as the cotresj^nding 



2 ' ' 
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front strap 84 and has a front end 94, a top end 96 and a rear end 98. Each yoke ■ 

the range of 0.3-2.0 mm, preferably 1mm. Examples of the plasticine nylon 
1 1 or polypropyJene. The yoke 92 is attached to the correspondingtat strap 84. 
; with adheres, Etching, or other known attachment me,*^ ' • 

yoke arrangement can have different flexibilities in different dhections, for 
example being stiff in a first direction (e.g., to resist the deformation due to the 
weight of the swivel elbow, associated condrn^ 

generally orthogonal to the first direction. U^do^^^.^^. . .... 

■ head, *^ative stiffness of meyokeshe^ 

correct position on the user. Although having the same general shap* as me front 
snaps 84, the top ends 96 and rear ends 98 in this embodiment dono^ extend 
far as the top strap ends 88 and rear strap ends 90 of the frorzt straps 84. However, 
in another embodiment, the top end 96 may be extended along the entire length of 
the top strap 88 and be formed integrally or in one piece with a connector element 
128 (Fig. 1). The yokes 92 are also narrower than the front straps so that when . 
they are attached together, the softer material of the front straps 84 expends 
beyond the more rigid material of the yokes 92, thereby preventing or at least 
reducing the opportunity for contact between the user and the more rigid material V 
of the yokes 92 that could cause irritation or discomfort. While the straps and 
associated yokes are formed from a multilayer construction, e.g., two htyers, the 
strap 84 and yoke 92 could be formed of a single material, so long, as patient . 
comfort and the appropriate rigidity/flexibility are maintained. 




07/13/2010 TUE 05:07 [TX/RX NO 6644] @)056 



NIXON & VANOERHYE B6st Av©ifeM§-<S6^y41 00 Jul 1 3 201 0 5:1 5 P. 56 

WO 03/090827 

__ . PCT/AU03/00458 

25 j. . . . . . . 

TOOH8] ^eyo]ces92 a d d totheri g idityofthestraps84:inc^ 
Pl-es and dictions, which assists in B^^^'^J^'^^ 

assemhlyhasadifferentxlgidity. For example, the strap and yoke shp^dbeable 

• to resist bending or curling towards or away from the patient's face J In general, 
the strap 84 and yoke 92 should be able to maintain their positions ^ith respect to ^ ~ 
the head of the patient when the straps 84 and yokes 92 are connected to the frame 
20. Moreover, the mask frame 20 need not be provided with a forehead support 
assembly, which may further increase the comfort of the patient since the patient's . 
field of view is less obstructed as compared to masks with forehead supports. Of 
eourse, forehead supports of the type described above may be ^provid^ if desired 
for additional stability or comfort. Also, the mask frame 20 need notjlbe : provided 
with a chin strap, although a chin strap may be provided if desired for additional 
stability or comfort. In addition, beyond removal of the forehead support, the 
shapes of the straps 84 and yokes 92 are selected to avoid interference with the 

patient's field of view. In particular when fitted, the front ends 94 of each yoke 

92 are connected to the frame 20 below the patient's eyes, and preferably extend 
along a curved arc resting across the cheek regions. The top end 88 of each strap 
84 and the top end 96 of each yoke extend away from the intersection^ of the Y 
. ^P^ t^t^P 1 ?^^ 0 ^^ the patient's head. The rear end 98 of the yoke 92 and 
the rear end 90 of the strap 84 are curved downwardly and around the ear of the 
patient for connection with the rearstrap member 138, as more fully described 
below. Due to the rigidity provided by the yokes 92, the straps 84 arelbetter able 
to maintain a predetermined shape. On the other hand, a certain degree of 
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Physiology can be acc.^nod^ to ac«Wn d^e. Hio diicknesL the yoke .. 

*° ^ 301088 iK to ««* "-awn* ^ ; 

thicker regions may be stiffen 

£00119] As shown in Figure 8, each yoke 92 has. a mounting flange 1-00 
positioned on the front end 94. The mounting flange i 00 has anap^rtureor 
keyhole 101 leading to a bo* 103, see Pig. 8a. Two semi,annnlar fl^ges 102 are 
separate^ftomeachomerby slots 104. Aradia!^ 

flanges 102 fonns the cental bore 103. The yoke 92 also has a spring tab 106 
positioned rearward of the mounting flange 100 with airont portion of the spring 
tab connected to the yoke 92 and a rear portion separated ftom the yoke 92 by 
space 107 to be able to flex with respect to the yoke 92 when pressure is applied 
to the spring tab 106. The spring tab 106 preferably has a pluraUty of raised teem 
. 108 p0Siti0ned fa an arc ^ om 811 ■*» of the mounting flange 100. The. spring tab 
106 also has a textured surface 110 (Hg. 8) or a raised positioning member 110a 
(Fig. 8a) at its free end to assist the user in locating, engaging and manipulating 
the spring tab 106. Figure 8a is an enlarged view of a right side yoke 92 and strap 
84, like that shown in Figure 8, to better show details of yoke 92, including the 
manner in which the yoke 92 is stitched to the head strap 84. Other flxing.. 
mechanisms such as locking or friction may be used. 

The Locking Clip 

[00120] The locking clip 82 is adjustably attached to each mounting .1. 
flange 100. As shown in Figures 9a and 9b, each locking clip 82 includes a main 
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body H2. Two spring arms 1 14 are flffa^h^ * 

* ^ atochedto °PPosite sides of tBeinain body 

1 12 and extend away from the main boriv *„ D ^ « T 

. . ^ D0dy 111 a S^^y p^el rnsmier. A latch - - 

hook ! 16 is attached to a free end of each spring arm 1 1 4. 

[00121] As shown in Figure 10a, the clip 82 can be insert^ into 

; rel ^^^entwi W ^ 

20. fa ^10a,onlyonecap 8 2i S8 hownandthecK P 82isnotass em bledto 
theyoke92. Each latch hook 1,^^^^ 

(Pigs. 5c) of the We. mFigurelOa, the distal ends of the latch hooks 116 are 
• shown in a position just before they outwardly flex into the respective recesses 71 
of the channel 38. Figure 4 shows the distal ends of the latch hooks m the 
engaged position within the recesses 71. Of course, me chp 82 or at U me latch 
hook 116 thereof could be formed in the frame 20, and the channel 3* or at least 
the recess 71 could be formed on the strap and/or yoke. 

. . [00122J Figures 4 and 10a also show that the outward surfaces of the 
. l0CmgChp 82 ^ d ^ 20 P***ably fomi a generally contou^surfece,; 
winch is not interrupted when connected. Preferably, the locking clip ^2 is as . 
wi <^ the frame 20 at each end^ . 
clip by the patient. The spring anus 114 are designed to flex within the plane of 
melooking clip main body, which toher inmroves me easebywW 
clips 82 are attached and detached. This positioning improves me ergonomics of 
the release mechanism. The patient's thumb and an opposing finger can be used 
to readily locate and operate the locking clips 82. Also, because of their increased 
: size, patients wim niinimal dexterity can operate the locking clips 82. Further, the 
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locking clips 82 are connected to the strap 84/yoke 92 so that length adjustment ■ 
between the locking cUps 82 and the strap 84^ 

[00123] Hie locking clip 82 includes a retaining flange lis (Hg. 9b) 

extending transversely outward ft*,* the main body 112. TTie retailing flange 

118 has a central hub 119 extending along an axis of the retaining flange 118 and 
two retaining tabs 120 extending transversely from the central hub 119 on 
opposite sides of Ae central hub 119/Rguresl^ 

locking clips 82 shown in Hgure 10a, which are similar to features shown in 
Hgures 9a and 9b. While the locking clip 82 has been shown to be separate from 
the yoke 92, it is understood that the clip and yoke 92 could be formed in one . 
piece if relative movement and/or detachment between the two is not required. 
Conversely, the clip 82 and frame 20 can be formed as an integral unit, and the 
clip portion could be connected to the yoke. 

100124] The retaining flange 118 is sized and shaped such that the 
retaining tabs 120 can be aligned with the slots 104 and the retaining flange 118 
axially inserted into the mounting flange 100 of the yoke 92. The central hub 119 
is sized to have.a close tolerance with the central bore 103 so that thelocking clip 
82 and yoke 92 are rotationally supported with one another. Once the retaining 
flange 118 has been inserted into the mounting flange 100, the locking clip 82 can 
be rotated with respect to the yoke 92 such that the retaining tabs 120iengage an 
inside surface of the flanges 102, thereby axially lockmg the mounting clip 82 to 
the yoke 92. Figures lOe-g show the locking clip 82 in various positi|ms with 
respect to the yoke 92. In Figure lOe, the tabs 120 of the clip 82 have' been 
inserted through the openings 104 of the yoke 92, and the clip 82 has been rotated 
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slightly along the diction of arrow A such that the upper surfaces of the tabs 120 
snugly engage the inside surfaces of the seim-a^ar portions !^ When the 
82 is attached such that the flexing arms 114 are positioned approxirnately 90 ; 
degrees with respect to the front end 94 of the yoke 92, the clip 82 can be 
removed from the yoke 92. In this embodiment, there are two positions in which 
the removal can occur, and both of these positions are selected suclj that they 
would not occur when the mask is in normal use; otherwise the clips 82 could be 
inadvertently detached from the yokes 92. Figures lOf and lOg show the clip 82 
in different rotational orientations with respect to the yoke 92. 

[00125] As seen in Figures 9b and 10b, the locking clip alU has a 
plurality of raised teeth 122 positioned in an arc about an axis of the Gaining 
flange 118. The teeth 122 are constructed and arranged so as to engage the teeth 
108 on spring tab 106. Once the spring tab 106 has been depressed «> lower teeth 
108, the locking clip 82 can be rotated to a desired position with respect to the 
yoke 92. The spring tab 106 can then be released so that teeth 108 engage teeth 
122 in the desired position (within a pitch of the teeth) and rotational^ lock the 
locking clip 82 with respect to the yoke 92. In accordance with one embodiment, 
the teeth 108 and 122 can be configured so that when a predetermined torque is 
applied to the locking clip 82, the teeth 122 will automatically force t&e teeth 108 
and spring tab 106 downwardly to allow rotation of the locking lip 82|until the 
torque is removed and the teeth 108 re-engage the teeth 122. The Ioclkg clip 82 
can thus be rotationally adjusted with respect to the yoke 92 within anangle of 
approximately 50-100*, and preferably 75°, depending on the position of ^ 
engagement between teeth 108 and teeth 122. The angle of available rotational 
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adjustment can be altered as desired by al tering the number and portioning, of- 
teeth 108 and 122. The adjustment angle range t^cc* [^1^^^ ~ : 
positions required on the face. Rotational adjustment mth . 
described above allows easy adjustment by the patient and allows a feoad range of 
positions to accommodate a wide range of patients' faces. For example, the 
patient may adjust both locking clips 82 to have the same angle with respect to the 
yokes 92. Alternatively, the patient may adjust the locking clips 82 kch that the 
locking clips 82 have different respective angles with respect to theyokes 92, 
The toothed system allows the patient to easily set and reproduce the desired 
angle for each locking clip 82. For example, the toothed system may allow 
relative movement between each locking clip and its respective yokejn.for 
example, five positions, which should accommodate most faces. Of bourse more 
or less than five positions could be used instead, depending on application. 
Moreover, once it is determined that a particular angle for each locking clip 82 
with respect to the yokes 92 is desired, the mask system may include a non- 
adjustable clip arrangement which fixes the rotational position of the locking clips 
82 with respect to the yokes 92. The teeth are large enough for the patient to 
easily determine the relative positions of the locking clip with respect to the 
yokes. 

[00126] Further, the spring tab 106 is configured and positioned such 
that the patient cannot inadvertently depress the spring tab 106, e.g., by rolling 
over on the locking clip/yoke during sleeping, to cause the locking clip 82 to 
move relative to the yoke 92. For example, as shown in Figs. lOe-lOg and Fig, 36 
( a different embodiment), the locking clip 82 extends rurther outwardly from the 
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yoke 92 than the spring tab 106. That is, the spring tab 106 is positioned lower 
thantheouteredgeofthelockingcUpga. Thus, the positioning of the locking : 
clip 82 with respect to the spring tab 106 prevents inadvertent actuation of the 
spring tab 106. Moreover, the spring tab 106 is connected to the yote 92 such . 
that the yoke 92 can flex toward and away from the spring tab 106 without 
disengaging the teeth 108 of the spring tab 106 from the teeth 122 of the locking 
clip 82. 

[00127] Alternative adjustment assemblies may be achieved by simple 
reversal of some or all of the sub-assemblies. For example, the central hub 119 
might be located on the yoke 92 while its reciprocal yoke central bore 103 may be 
located on the locking clip 82. In a similar way, each sub-assembly and its 
reciprocal may be reversed. Alternatively, the yoke 92 and locking Qlip 82 may 
be adjustably connected by way of a screw or clamping mechanism, e.g., a part 
that may be separate from the yoke and clip, which can be used to selectively 
connect the yoke 92 and clip 82 in a plurality of desired positions. In addition, the 
central bore 103 can be shaped in any manner that allows detachment and 
attachment between the yoke and the clip. Also, a system of replrcement yokes 
that would allow a fixed angle with respect to the locking clip may be used. 

[00128] The locking clip 82 also includes a central support tab 124 
extending outward from the main body 112 between and generally parallel to 
spring arms 114. The central support tab 124 is configured to have a close fit with 
the central support slot 36, so that when the central support tab 124 is inserted into 
the central support slot 36, little rotational, rocking or side to side movement is 
permitted between the locking clip 82 and the locking clip receiver assembly 34. 
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Central support tab 124 is longer than arms 1 14 to assist with aUgnment into the 
frame. The locking clip 82 also has an engagement face 125 that engages 
engagement face 35 (Hg. 5c) when the locking clip 82 is inserted ihto the locking 
clip receiver assembly 34 to provide additional support for the locktog clip 82, 
The latch hooks 116 and/or the central support tab 124 may W 
and/or thicknesses to facilitate entry into slots 36, 38. Also, the latch hooks 116 
and/or central support tab 124 may have rounded or contoured edg«4 to facilitate 
entry into slots 36, 38. Further, the central support tab 124 may havp a groove 
that engages a protrusion provided in the central support slot 36 to "facilitate entry 
of the central support tab 124 into the central support slot 36. Alternatively, the 
central support tab 124 may have a protrusion that engages a groove^rovided in 
the central support slot 36. 

[00129] When the locking clip 82 is inserted into the locking clip 
receive assembly 34, the spring arms 1 14 are forced toward one another as the ... 
latch hooks 1 16 are inserted into recesses 71 (Fig. 4) or ride up and over the 
locking flanges 39 (Fig, 7). Once the latch hooks 116 have cleared tbe locking 
flanges 39 or recesses 71, the spring arms 114 can spring outw^f^j^yiding a 
locking engagement between the latch hooks 1 16 and the locking flaiiges 39 
and/or recesses 71. Sufficient clearance is provided in locking slots 38 tp allow 
the necessary movement of the latch hooks 1 16 to clear the locking flanges 39. 

[00130] In this manner, the respective left and ri^t i^t strap 
assemblies, including front straps 84, yokes 92 and locking clips 82, dan be 
attached to the frame 20 and the yokes 92 and front straps 84 rptationMly adjusted 
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with respect to the frame 20 withmaii an^ 
preferably 75°. 

[00131] In a preferred embodiment, the locldng clip 82 a unitary 
plastic piece f oraied by injection molding, Examples of the plasticjinclude nylon, 
acetal, polycarbonate, and polypropylene, 1* one emtodin^ . 
120 are formed during the molding process by mold projections that leave boxes 
126 extending through the main body 112 of the locking clip 82, thereby 
separating under surfaces of the retaining tabs 120 from the main b?dy 112. 



Magnetic Interconnection j 

[00132] Figures 33-37 illustrate an alternative embodiment for 
removably coupling the frame 420 and the headgear assembly 480. Specifically, 
the frame 420 and the yokes 492 are structured such that the yokes 492 may be 
magnetically coupled to the frame 420. 

[00133] As shown in Fig. 33, the frame includes a main bbdy 420a and. 
a pair of side frame members 420b. Similar to the embodiment of frame 20, the 
main body 420a is structured to be removably coupled with the cushion 40. Each 
side frame member 420b includes a first connector portion 434 for connecting to a 
second connector portion 435 provided by the yoke 492 of the headgear assembly 
480, In the illustrated embodiment, the first connector portion 434 includes a 
retaining structure 418 that extends outwardly from the side frame member 420b, 
The retaining structure 41 8 is structured to retain a magnet 419. In 6ne 
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embodiment, the magnet 419 is constructed of Neodymium and has a cylindrical . 
shape with a diameter of 6.35mm and a thickness of 635mm. However, the 
retaining structure 418 may be structured to retam ^ 

and shape. Further, the outer edges of the side frame members 420b each include 
a plurality of raised teeth 422 positioned in an arc. 

100X341 ^"^^^^^s.^y^m^i^g^ ; 

assembly 480 each include structure that is simUar to the yokes 92 of headgear 
assembly 80. Specifically, the yokes 492 each mclude me second connector 
; 435 »« v ™g amounting flange 400 positioned on the front enk 494 thereof 

The mounting flange 400 has an aperture or keyhole 401 leadmg to i boie 403. 
Two semi-annular flanges 402 are separated from each other by s W404.. A 
radial inner surface of the semi-annular flanges 402 forms the centralibore 403. 
The yoke 492 also has a spring tab 406 positioned rearward of the mounting 
flange 400 with a front portion of the spring tab 406 connected to me *oke 492 
and a rear portion separated from the yoke 492 by space 407 to be able to fie* 
with respect to the yoke 492 when pressure is applied to the spring tab 406. The 
spring tab 406 preferably has a plurality of raised teeth 408 positioned in an arc 
about an axis of the mounting flange 400. The spring tab 406 also hai a raised, 
positioning member 410 at its free end to assist me user m ^ 
manipulating the spring ; tab 406. , - 

[00135J In contrast to the yoke 92, the yoke 492 includes a ferrous 
metal disk 412 that is secured within the bore 403. In one embodiment, the metal, 
disk 412 is a steel washer with a diameter of 14mm and a thickness of imm. 
- However, the metal disk 412 may have any smtable size and shape ma| can be . " 
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mounted within the bore 403 of voke 492 Fm*w « ~. ' . ~ 

U1 yoj£e Further, a magnet of suitable:size and . . 

shape may be used in place of the metal disk 412. 

[00136] As shown in Figures 36 and 37, the first connector portion 434 
of the frame 420 is engaged with the second connector portion 435 |,f the, y oke. . 
492 sUch * a ^magnet 419 is magnetically coupled with ihemet^ disk 412. . 
Specifically, the magnet 419 is axially inserted into the bore 403 so ihat the 
magnet 419 is positioned adjacent to or engaged with the metal disk4l2 which 
allows the magnetic attraction between the magnet 419 and the metai disk 412 to 
axially retain the yoke 492 to the frame 420. The strength of the magnetic 
attraction between the yokes 492 and the frame 420 may be increased by 
replacing the metal disk 412 with a magnet, as discussed above. .^retaining : 
structure 418 is sized to have a close tolerance with the bore 403 so that the frame 
420 atid yoke 492 are rotationally supported with one another. " 

[00137] Further, me teem 422 on me frame 420 ate constructed and 
arranged^ engage the teeth 408 on the spring tab 406 when the framl420is 
magnedcally coupled with the yoke 492. Once the spring tab 406 has-been 
depressed to lower teeth 408, the yoke 492 can be rotated to a desiredLposition 
with respect to the frame 420. The spring tab 406 can then be released so that 
teeth 408 engage teeth 422 in the desired position (within a pitch of the teeth) and 
rotationally lock the frame 420 with respect to the yoke 492, Jto accordance with 
one embodiment, the teeth 408 and 422 can be configured so that when a 
predetermined torque is applied to the yoke 492, the teeth 422 will automatically 
force the teeth 408 and spring tab 406 downwardly to allow rotation of the yoke 
492 until the torque is removed and the teeth 408 re-engage the teeth 422. The 
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yoke 492 can thus be rotationaUy adjusted with respect to the frar^ 420 within an 
angle of approximately 50-100-. audibly 75°, depending on ^ position of 
engagement between teeth 408 and teeth 422. . 

1001381 Tbe magnet 419 in each side frame membei:426b may be ■ 
oriented such that an incorrect attachment (e.g., left side yoke 492 * right side " 
framemember 420b) is indicated by magnetic repulsion. Specifically,, the magnet 
~ 419 on one side frame member 420b is oriented so that it will only magnetically 
couple with one of the yokes 492 and the magnet 4!9 on the other side frame 
member 420b is oriented so that it will only magnetically couple with the. other of . 
theyokes492. Thus, sensory indication of correct attachment of the frame 420 to 
. the headgear assembly 480 is achieved by magnetic attracrion of corr^tiy paired 
yokes 492 and side frame members 420b. This construction ensures that the 
headgear assembly 480 and frame 420 are assembled correctly. Further, this 
construction enables the frame 420 to be easily coupled with the headgear, 
assembly 480, even in the dark, as the magnet 419 will automatically locate itself 
in the correct position with respect to the metal disk 412, The headgear, assembly 
480 may be easily detached from the frame 420 by applying a suitable 
disengagement force that is greater than the attractive magnetic force between the 
magnet 419 and the metal disk 412. 1 . 

[00139] Alternatively, the first connector portion 434 on the frame 420 
may provide a ferrous metal member and the second connector portion 435 on the 
yoke 492 may provide a magnet. 




07/13/2010 TUE 05:07 [TX/RX NO 6G44] 12)068 



NIXON & VANDERHYE Bfest /^laW(H§6£y 41 00 Jul 1 3 201 0 5:1 6 P. 68 

WO 03/090827 

3? PCT/AU03/00458 

Straps 

[00140] Each front strap 84 includes a ladder-type buck* 128 attached 
to the top strap 88 to connect the top strap 88 with a top strap 140 of cross-over 
straps SeeKgures 1-3 and 11. The buckle 128 can be attache^ to the top 
strap 88 with adhesi ves, stitching and/or other known manners, such as being 
manufactured integral with the strap, m the embodiment ^o^nin^gure-lVfte • 
buckle 128 includes a plurality of bores 130 evenly spaced around, an attachment - 
tab 132 in the form of a square to allow the buckle to be stitched to the top strap 
■ 88. ^ buckle further mcludes a (wssbar 134 and a crossbar 
thetopstrap 140 can be tbxeaded, in a known manner, s^ 

around crossbar 136 and a free end of top strap 140 is positioned between crossbar 
134 and a remainder of top strap 140. Thus, when tension is apphedsbetween the 
buckle 128 and top strap 140, the free end of top strap is fictionally held between 
crossbar 134 and the remainder of top strap 140 so that the connection between 
buckle 128 and top strap 140 is self holding under tension. A single cross bar 
buckle can also be used if used in combination with a strap loop to hold the strap 
in position. Of course, other connector members can be used instead bf the 
buckle, as is known in the art. 

[00141] As shown in Rg. 12, cross-over strap 138 has a generally 
elongated shape in a relaxed state with two top straps 140 exuding. ujrward from 
a cross-strap 142 having ends 144. To place the cross-over strap 138 in a 
configuration for wearing, the two top straps 140 are threaded through a cross- 
over buckle 146, so that they are held in the cross-over position. SeeRgures 13 
and 14. In this manner, the left top strap 140 of cross-over strap 138 crosses oyer : 
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to connect with the buckle 128 of right top stop 88 and the right top strap 14 0 of 
cross-over strap 138 crosses over to connect with the buckle 128. oi left top stop 
88. This crossing over of the respective straps helps manitam the headgear ..... 
assembly 80 and nasal mask assembly 10 in a desired adjusted position On the 
user. A strap loop 148 can be used to hold down free ends of the respective 

straps. See Figure 15. In one form of the invention, the straps are supplied 

oversized and then cut to length to suit the person. 

[00142] Similarly to buckles 128 and top straps 88, buckles .150 (Hg. 1) 

can be attached to cross-strap ends 144 so that the cross-strap ends |l4 can be : 

connected to the respective rear strap ends 90 of front straps 84. 



SWIVEL ELBOW ASSEMBLY 

[00143] The swivel elbow assembly 60 of Figure 6a may be the same as 
is currently used in ResMed Iimited's ULTRA MIRAGE® mask, which employs 
an internal C-clip member, as described above. The elbow assembly^) of Figure 
6a is intended to be used with a connector tube 300 (Fig. 23). The connector tube 
300 is provided between the elbow assembly 60 and the gas delivery tube 31Q 
(Kg. 26). . ' 

[00144] Alternatively, the swivel elbow assembly may be instructed 
in accordance with Figures 1-4 and 16-22. Such a swivel elbow assembly 60 may 
include a swivel elbow 160 and a vent cover 180. Swivel elbow 160 is 
rotatibnally connected to frame 20. - 

C 00145 ] 111 another alternative form of the invention, a further svidvel is. 
connected to the end of tube 3 10, as shown m Fig. 6b. 



i' 
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[00146] As shown in Figures 16a-19 c -2, swivel elbow 160 includes an 
intake port 162 and an exhaust port 164. The air tube 2o5i s preferably 

directly connected to a stem 166 of swivel elbow 160 (without connector tube : 
300) to supply pressurized breathable air or gas from a pressurized fupply tinough ' 
air tube 310, intake port 162 and into cushion 40 for breathing bythfe patient. 

[00147] The exhaust port 164 is separated from the intakejport 162 :: '. . 
using, for example, a baffle 161 provided within the interior portion^ the elbow 
160. See Figures 18 and 19a-l. In the illustrated embodiment, the baffle 161 has 
a § ! neraUyplan ^ configuration. However, the baffle 16 1 may hay^a curyed : 
... configuration or any other suitable configuration for separating fceekhaust port 
164 from the intake port 162. The orientation of the intake and exhaust ports 162, 
164 was selected such that the incoming gas, indicated by the directional arrow in 
the intake port 162, less directly impacts the flow of gas washout along the 
exhaust port 164. Further, the gas entering the elbow 160 is less likely to flow 
directly into the exhaust port 164 since the baffle 161 forces the incotning air to 
take a tortuous path, e.g., turn around about 180 degrees, before bein£ able to exit 
through the exhaust port 164, 

[00148] The elbow 160 includes an end portion 169 that is adapted to 
engage the aperture 24 provided in the frame 20, to provide gas into the nasal 
cavity formed by the frame 20 and the cushion 40. The baffle 161 terminates just 
inside the end portion 169 of the elbow, A flexible quick release mechanism 
includes a collar 173 and an apron"170. The collar 173 includes a generally T- 
shaped member, as seen in Kgure 16b, that surrounds the end portion; 169 of the 
elbow 160. Preferably, the end portion 169 of the elbow 160 extends -beyond the 
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collar 173 to improve alignment when assembling into frame 20. Tfce collar 173 
is spaced away from the end portion 169 in concentric relation so ^ toforma 
receiving space 183 between the collar 173 and fee end portion 16?] as shown in 
Figure 18. The apron 170 is preferably formed as an integral part of the elbow 
160, and is connected to the lower leg of the T-shaped collar 173. Two grooves . 
167 are provided between the collar 173 and the apron 170. A portion 167a of the 
groove 167 allows the lower leg of the T-shaped collar 173 to flex with respect to 
feeapronl70. A portion 167b of the groove allows the cross portion of the T- 
shaped collar 173 to flex outwardly and inwardly with respect to feeind portion 
169 of the elbow 160. 

[00149] Figures 19a-l-19c-2 show sequential views illustrating 
connection between the elbow 160 and the frame 20. Figures 19a l-l9a-2 show a 

cross section of the elbow 160 just before connection wife feemaskframe 20. . 

Figures 19b-l-19b-2 show the elbow 160 and frame 20 in fee nearly connected 
condition, and Figures 19c-l-19c-2 show the elbow and frame in fee fully 
connected condition. 

[00150] The frame 20 includes a flange 21 provided at a diltal end of a 
wall" 25 defining the aperture 24. Figures 5 and 5a show fee flange 21, while the " . 
embodiment of Figure 6a does not show or include such a flange since a different 
elbow assembly 160 is employed. As fee flange 21 is inserted wifein the space ... 
183, it engages protrusions 181 formed in fee inside surface of the collar 173^ In 
this embodiment, only two protrusions 181 are provided. The protrusions 181 are 
ramped or inclined such feat engagement wife the flange 21 causes outward 
flexure (Fig. 19b-l-19b-2) of each end of the cross portion of fee T-shaped collar 
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173, until the flange 21 aligns with and is received wi^n.tfae grcxKye portion!*^ 

(Fig. 19c-l~19c-2), Jn this state, with the elbow 160 secured to the 5 frame 20 7 the 

collar 173 returns to its unflexed state. Portions of the flange 21 reW against lugs 

165 provided within the space 183. 

[00151] The engagement between the collar 173 and the flange 21 : 
during the snap-action connection of the elbow 160 and the frame 20 results in an 
audible click or sound indication. This sound indication is advantageous to signal 
the user that the elbow 1 60 is securely attached to the frame 20. 

[00152] To release the elbow 160 from the frame 20, portions 185 on 
each side of the collar 173 are flexed towards one another in order to raise the 
protrusions 181 radially outwardly to allow passage of the flange 21. In this 
manner, the elbow 160 can be quickly and easily removed from the frame 20 
without accessing the interior portion of the nasal cavity, as would be the case 
with an elbow connected using a C-clip (Fig. 6b). As shown in Fig.- 16b, a 
preferred form of the elbow 160 includes textured protrusions 185 to assist users 
to locate the release points. The distance between the opposed textured portions 
185, i.e., the diameter of the collar 173, is approximately 35-45mm,iand 
preferably 40mm, 

[00153] The elbow 160 also is adapted to connect directly to the gas 
delivery tube 310 (Figure 26) without the connector 300 shown in Figure 23. (See 
Fig. 1). Figure 6b shows the connector 300 between the elbow arid the gas 
delivery tube 310. Removal of the connector 300 is advantageous because the 
"length 1 of the effective lever arm of the combined elbow and coimectbr 3*00 (Fig. 
6b) may increase the possibility that unwanted levels of torque are applied to the 
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frame 20 or mask assembly 10 relative to the patient's head/face: By eliminating 
the need to use the connector 300, the effective lenglh of the level W can be 
reduced, which results in less torque being applied to the mask aasetoWy which 
results in increased stability. With increased stability, patient comfort is increased 
and compliance is increased. .i 

[00154] In the connected state, the inside surface of the' will 25 of the 
frame 20 sealingly engages the outside surface of the end portion 169 of the 
conduit as shown in Fig 19a-l-.19c-2. These surfaces engage one anpther for a 
distance of approximately 1-10 mm, preferably 6mm, which helps to seal as well 
as to provide stability to the connection between the elbow 160 and the frame 20. 
As seen in Figures 19c-l-19c-2, a portion of the wall 25 extends inside the mask 
20 to further increase the area of contact between the elbow 160 andJthe frame 20. 
111 ■*? coanec ted state, an end portion 173a of the collar 173 is flush wim the 
outside surface 20c of the frame 20, as shown in Rgures 19c-l-19c-2. The wall 
25 includes a flange 25a (Figure 19c-2) to form a stop for the insertion of the end 
portions 169, and to permit a controlled leak between the elbow 160 laid frame 20. 
In one embodiment, the leak between the elbow 160 and frame 20 is minimal In 
another embodiment, a seal is provided between the elbow 160 and frame 20 to 
prevent a leak. 

[00155] This system allows for the rapid and precise connection 
between the elbow 160 and the frame 20. It also allows for simple disassembly. 
Moreover, the elbow 160 is configured to allow the patient.to attach and detach 
the elbow 160 from the frame 20 with one hand. This is advantageous when 
cleaning the mask or if the patient should choose to interrupt treatment during a 



■ £ 
I 

1 



07/13/2010 TUE 05:07 [TX/RX NO 6644] @074 



NIXON & VANDERHYE gfcst tfviHfoW3^6py 4 1 00 Jul 1 3 201 0 5:1 7 P. 74 

WO 03/090827 

43 • • r PCX/AU03/004S8 

session, while intending to resume treatment a short time later. The elbow 
• ^ mW y60andW e 20 C oimecuon a Uows^ 
elbow 160 from the blower's gas delivery tube while keeping the mksk frame, 
cushion and headgear in place on the patient's head during a momentary treatment 
interruption. The aperture 24 is large enough to lower impedance, to thereby 
enable the patient to breathe comfortably since a sufQcient amount of gas can be 
accommodated by the aperture 24. Specifically, the aperture 24 hasjan area of at . . 
least 180mm 2 . In one enmodiment, the aperture 24 has a diameter 4 the range of 
20-30mm, preferably 27mm, and an area in the range of 200-600mm 2 , preferably 
in the range of 500-600mm 2 . As illustrated, the aperture has a generally circular 
shape. However, the aperture may have a non-cixcular shape. Further, the frame 
^ h * Ve a plurality of apertures therethrough with the elbow coupled to the 
frame su6h that lt bounds the plurality of apertures. In this respect, a mask in 
accordance with an embodiment of the invention differs from prior ait mask 
arrangements which included quick release mechanisms with narrower apertures. 
Such narrower apertured quick release mechanisms could lead to patfent 
discomfort, for example anxiety or claustrophobia. Discomfort is exacerbated by 
increased C0 2 re-breathing or increased flow impedance. 

Vent Cover 

[ 0015 °] Ve nt cover 180 includes a main body 182 haying Slower bore 
184, curved portion 186 and top portion 188. See Figures 20-22. Tbi main body 
182 also includes at least one vent 190, and in a preferred embodhneftt. a plurality; 
of vents 190 extending from ah interior of the vent cover to an exterior of the vent 
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cover. Top portion 3 88 of vent cover 180 includes flange or apertu^s.192 for 
engaging latch 168 of swivel joint 160. In the illustrated embodimeri, the vent 
cover 180 includes an aperture 192. The vent cover 180 is connectek to the 
... S ™ V ? J ™^ 

bore 184 of the vent cover 180. The vent cpver 180 is then moved tdwatd the 
swivel joint 160 until the latch 168 extends through the aperture 192,- as shown, in 
Kg. 1. This configuration allows for the vent cover ISO to remain in the vicinity 
of the elbow assembly 160 and/or mask assembly 10, as it is captured by the 
elbow 160 or the gas delivery conduit. This is convenient in that should the vent 
cover 180 become dislodged during cleaning or by inadvertence, it will not drop 
and become lost, as it is retained by the mask assembly. 

[00157] The curved portion 186 of the vent cover fits adjaqent apron 
170 of the swivel joint 160 to provide a generally air-tight seal between an interior 
of the vent cover 180 and the swivel joint 160. In this mariner, exhalation gases 
from an interior of tfie mask can flow through 

160, through the interior of the vent cover 180 and to the atmosphere ithrdugh 
vents 190. Figure 19c-l includes an arrow B that approximates the gath exhaust 
gas follows when the vent cover is in position. This arrangement has an / 
additional advantage in that the vent direction reduces or prtrvents imtation of a 
bed partner of the patient by gas flow from the mask. Figs. 1-4 showfthe elbow 
160 and vent cover 180 in the connected position. A spacer 1 63 is provided to 
ensure that the vent cover 180 is spaced sufficiently away from the exterior 
surface of the elbow 160, which especially helps prevent the air gap from 
collapsing since the vent cover is preferably made of a resilient flexible material. 
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Of course, the vent cover could be made n f « „i.«- 

um oe made of a plastic member somewhat like the 

cover used in the Ultra IVfirageTM if d^ireH t« 

,u desired. In adAnon, this veat aitangemeat : 

can be replaced or supplemented using ReslV&d's ven t assembly disclosed, for 
example, in U.S. patent application serial no. 09/021,541, incorpomted herein by 
reference in its entirety. 

X00158] KguieslSb-lSeiUustiate another embodiment of the Swivel 
elbow, indicated as 360, that is adapted to be connected to the vent cover 380 
aiu ^edinHgures22b-22e. As shown in Fig. 18b, 18c,; and. 18e, the swivel- 
elbow 360 includes a flange 361 provided at a distal end of a wall 362 
surrounding the outlet of the exhaust port 364. Figs. 18d and I8e show the intake 
port 365, the exhaust port 364, and a baffle 369 that separates the intake and outlet 
ports 365, 364. As illustrated in Fig. 18e, the baffle 369 has a curved 
configuration. Specifically, the baffle 369 curves generally downwardly as it 
; extends from the inlet of the exhaust port 364 to the outlet of the exhaust port 369. 
However, the baffle 369 may have a generally planar configuration siinilar to 
baffle 161 shown in Fig. 19a-l. Alternatively, the baffle may have any other 
suitable configuration to separate the intake and outlet ports 365, 364a As shown 
in Figs. 22b-22e, the vent cover 380 includes a main body 382 havingja lower 
bore 384, an intermediate portion 386 and top portion 388. The main body 382 
also includes a plurality of vent holes 390 extending ftom an interiorpf the vent 
cover to an exterior of the vent cover. The top portion 388 of the ventjcover 380 
includes a collar 392 for engaging the flange 361 of swivel elbow 360? The vent 

cover 380 is connected to me swivel elbow 360 by placmg the stem 366 of the 
swivel elbow 360 through lower bore 384 of the vent cover 380. The vent cover 
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380 is then moved toward the swivel elbow 360 until the coflar 392jJatebte onto 
the flange 361 of the swivel elbow 360. The collar 392 is sketched to overcoihe 
the flange 361, and firmly grips the flange 361 due to its resiliency and elasticity. 
In the illustrated embodiment, the collar 392 has a generally circular^ shape so that 
stress ("hoop stress") applied to the flange 361 and wall 362 is.eventy distributed. 
Similar to the embodiment of vent cover 180, this configuration allows for the 
vent cover 380 to remain connected on in the vicinity of the swivel elbow 360 
and/or mask assembly, as it is captured by the elbow 360 _ or the gascfelivery 
conduit. The vent cover can be considered "self-holding" in that it cin be held in 
place on the elbow to cover the exhaust passage without an additional securing . 
mechanism. In addition, (he vent cover is held onto the elbow via the ring-shaped 
lower bore 1 84 as the patient stretches the collar 392 over the flange 361, which 
ininimizes the chances for losing the vent cover if the first assembly attempt is hot 
successful. 

[00159] Figure 22f shows the swivel elbow 360 and vent, cover.380 in 
the connected position. As shown in Figs. 18c and 1 8e, the swivel elbow 360 
includes a wall 363 that ensures that the vent cover 380 is spaced sufficiently 
away from the exterior surface of the swivel elbow 360, which especially helps 
prevent the air gap from collapsing since the vent cover 380 is preferably made of 
a resilient flexible material. The vent cover 380 includes a recess 389' (Fig. 22c) 
on an inner surface of the top portion 388 that engages the wall 363. 
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MASK CUSHION 

[00160] The cushion is designed to rest on the face and apply pressure 7 
around its perimeter while ^imizing and/or avoiding ^ 
sensitive regions on the face. Some parts of the face require special attention to 
achieve a balance of pressure and seal. It is also desirable to provide a low profile 
mask to improve patient comfort level by improving stability, and to reduce the 
forces which may tend to pivot the mask relative to the patient's face. Properties 
are listed below with the measures taken to create a successful design. 

[00161] The cushion has a face-contacting side and anon face- 
contacting side with a wall therebetween: The non-face contacting sjdexrf the 

cUsWon engages with the mask frame. In one form of the invention, ithe shape of 

the cushion on its face-contacting side, as per the view shown in Rgi24c, is 
generally trapezoidal. In this aspect, the shape of the cushion on the face contrasts 
with prior art cushions having a generally triangular shape. An advantage of this 
trapezoidal shape is that it assists sealing at a point lower down the nose without 
impedillg flow through the patient's or user's nasal vents (that is, in the region of 
the lateral nasal cartilage and just below the nasal bone on either sideiiof the nose). 
Thus, the cushion is positioned on a lower portion of the nasal bridge: region of the 
patient. Moreover, the cushion is configured and positioned such that contact 
pressure of the cushion on the nasal vents is minimized or eliminated; The shape 
of the cushion may be altered, e.g., a triangular or other non-trapezoidal shape 
could be used, keeping in mind that localized pressure points on the lbwer nasal 
bridge region and occlusion of the nasal vents should be avoided. Some prior art 
mask cushions push on the nasal vents which can increase the impedance of the 
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nasal vents to airflow. Jn a preferred form of the cushion, both the ^contacting 
and non face-contacting sides of the cushion have the same general kapezoidal: 
shape. - ' 

[00162] m one form of the invention, a combination of support 
structure and sealing structure is provided in the region of the face; contacting side 
ofthecushion. The support and sealing structures may be provided as part of the 
cushion, or alternatively using separate components. Where the support and 
sealing structures are provided as part of the cushion, the cushion may have a, ... 

single-waUed, double-walled or triple- or more waUed construction. Jn. a 

preferred form of cushion, the sealing structure is provided by a thin membrane, .... 
whereas the support structure is provided by a thicker frame. 

[00163] The center and sides of the nasal bridge are particularly 
sensitive to contact pressure. Thus, it is important that the cushion seals as lightiy 
as possible in this area. Instability of the cushion may cause an ima^pressure 
in the nasal bridge region and thus presents an extra challenge in this area. The 
supporting element (e.g., frame 200 shown in Fig. 24a) can be designed to totally 
avoid contact with the adjacent portion of the overlying face-ccmtracring element 
(e.gl, membrane 205 shown in Fig. 24a), thereby allowing the membrane 205 
alone to seal. While localized points of contact pressure should be avoided in the 
nasal bridge region, especially at the sensitive apex thereof that contacts the lower 
nasal bridge region, the seal must be maintained. The lower nasal bridge region is 
positioned generally where the bony region of the nasal bridge transitions to a 
portion of the nose containing more cartilage. In addition, the forces that are 
applied to the face should be substantially evenly distributed around the. entire 
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perimeter of the cushion 40. An aspect aftfae invention is that the fecial, contact 
pressure is controllably distributed around the face. Of course, tt*e forces applied 
to the lower nasal bridge region can be spread out along a relatively: wider section 
of the membrane 205, to avoid the localized forces, while the foree*in the Hp and 
cheek regions can be slightly more localized, e.g., spread out over less distance in 
the \ndth direction, since foix^ can be more 

Up and, particularly, in the cheek regions. Moreover, the contact are* or width 
between the membrane and the face in the lower nasal bridge regibnjmay be 
greater than the contact area or width between the membrane and th£ lip and 
cheek regions, while maintaining a relatively constant overall force distribution 
around the face of the patient, which improves comfort. Using this arrangement, 
the patient perceives that the pressure is evenly distributed over the contact 
region, even though the actual force over the contact region may nptibe evenly , 
distributed. 

[00 1 64] Another advantage is that the angle of the cushion with respect 
to the patient can change without adversely affecting sealing efficiency. For 
example, the cushion may contact different patients at different angles based on 
the Shape of the patient's face, and the angle of the cushion can move with respect 
to the face during movement when the patient is asleep. 

[00165] The sealing element (e.g., membrane 205) incorporates a large 
effective rolled over section (large radius) to allow some degree of movement or 
rotation of the mask relative to the patient's face and prevents the membrane distal 
edge from irritating the patient's face and/or nose." The sealing element (e.g., 
membrane) snugly seals against the nose by conforming around a lower portion of 
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the nasal bridge at sides of the nose. A compromise must be reached between a 
secure seal and membrane tightness/stretching across the nose. Th& membrane 
cutout can be notched to enable maximum stretch distance without edge tightness, 
Stretch can also be achieved by materials, for example softer material and or 
thinner materials, for example, elastomer, silicone, polyurethane, thermoplastic 
elastomers, foamed elastomers and/or composites, 

[00166] The sealing element (e.g., membrane) is preferably elastomeric 
having a thickness in the range of 0, 1 and 2,0mm, preferably 0>35mfn, to allow 
the membrane to stretch readily over the lower portion of the nasal bridge. The 
stretch of the membrane may be varied in different regions by varying its 
thickness, adding stiffening structure such as ribs, or using composites. 

[00 167] Facial wrinkling is most pronounced at the facial ; or nasal 
. crease between the sides of the nose (also known as the naso labial sulcus) and the 
cheek and presents a challenge in effective sealing. The underiyinj| cushion (e.g., 
frame 200 shown in Fig. 24a) sits as close to the sides of the nose; si. possible. In 
this way it seals in the flattest area possible. The curved area designed to sit in the 
facial, crease should have as small a radius .as is practical. The m^rc^rane 205 
extends inwardly arid/or downwardly farther than the edge of the -cushion (e.g. rim 
225) to allow rolling around the outer edge at the sides of the nose. This lessens 
the likelihood of irritation arising from rough edges and prevents fthp inner 
cushion rim 225 from being a source of irritation against the patient's face and/or 
nose. 

[00168] * Excess pressure across the top lip can be caus^ J>ybbtti 
cushion, design knd by the vertical rotation of the mask under its own weight, or 
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by undesirable force applied to the mask, for example, due to tubing drag or the 
weight of components attached to the mast The design of the headgear, as 
described above, can help reduce the possibility of adding unwanted pressqre to 
the lip region due to vertical rotation of the mask under its own weight. The lip 
region 42 may include a notch to accommodate the bottom of the septum of the 
patient, to enhance sealing and comfort, as shown in Pig 24g : The septum notch 
264 would be provided in region 265, as shown in Figure 24c. Figures 24a and 
24b show front and rear views of the cushion 40. In an alternative embodiment,: a . 
septum notch inay also be provided on the underlying frame. 

[001 69] The cushion 40 preferably has a generally trapezoidal shape in 
this embodiment, However, the cushion 40 may have a npn-trape^oidaj shape 
such as a triangular shape, The cushion 40 includes a pair of cheelc regions 41 to 
provide a seal in the creasebetween the cheeks and the sides of the nose, a lip " 
region 42 provided to provide a seal below the nose and above the upper lip of the 
patient, and a nasal bridge region 43. The nasal bridge region 43 spans across the 
lower portion of the bridge and sloping sides of the bridge that intersect with the 
nasal crease formed between the cheeks, and the sides of the nose. ! T!he transition 
between the lip region 42 and each cheek region 41 is where the cushion 40 
begins to turn around the bottom of the nose towards the side of the hose, The. 
transition between the nasal bridge region 43 and each cheek region ;41 is where 
each cheek region 41 diverges upwardly towards the bridge of the nose. Jn other 
words, the nasal bridge region 43 starts where the cheek region hegiiis to angle 
upwardly. See Figure 24& 
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[00170] The nasal bridge region 43 is designed to contactithe patient's 
nose, for example, as shown in Figure 1 , where it can be seen that the lower 
portion of the bridge is selected for contact. Note that Hgure 1 shows the cushion 
40 spaced away from the frame. However, pictures in Appendix C of 
incorporated U.S. Provisional Application of Moore et al., Serial Isfe. 60/402^09, 
show the nasal mask assembly attached to two model noses (A & 33), described 
further below. More specifically, the nose includes relatively bony sections at the 
upper portion of the bridge, and flexible cartilage at the tip of the nose. Reference 
may be had to Gray's Anatomy, Thirty-Eighth Edition (1995), Kguries 6. 133 A, B, 
6 ,135A and 1 1.3A, B, incorporated herein by reference for ^awings showing 
these regions. It is desirable to avoid localized pressure pbints along the bony 
region of the nose, to increase comfort to the patient. Conversely, it ds desirable to 
avoid mask contact with only the cartilage portion of the nose, because its 
flexibility may allow too much unwanted movement of the cushion in use, may 
occlude the nasal passages of the patient, and may not provide a stable fit In 
addition, positioning on the tip of the nose may increase the distance between the 
center of gravity of the mask assembly of the face of the patient - an iundesixable 
consequence. 

[00171] Accordingly, the optimal region of sealing engagement 
between the cushion and the bridge is somewhere between the uppermost bony 
region and the lower cartilage region of the nose. Optimally, the region of contact 
is just above the cartilage on the bone. Generally, the cushion can; sit on the bone 
along the center of the nose, but it needs to avoid areas of cartilage eta the sides of 
the nose. The nasal length and other appropriate dime^idns "can be measured 
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from the base of the nose and the transition, or it can be obtainedifrom statistical 
infonnation on human anatomy. Samples of typical dimensions which arc 
considered include one or mote of those f ound in Rgures 30 and ^ it However, 
' ^ e cushion niay not contact the patient in the. lower nasal bridge Region 

positioned generally where the bony region of the nasal bridge traditions to a 
portion of the nose containing more cartilage) in all cases due to cjifferences in the 
facial contour for each individual patient. 

[00172] The cushion 40 is designed to accommodate most of the patient 
population (e.g., 80% of the patient population) in one or more sizes, preferably 
one to three sizes. The distance between the base of the nose and ithe top of the 
bridge is longer than the distance between the base of the nose and the transition 
between bone and cartilage. The cushion 40 can be made compact and/or 
lightweight since it need not accommodate the entire length of the nose. This 
frees designers to optimize or improve other areas of the cushion 40bnd increases 
the patient's field of view while wearing the mask. Certain facial dainensions have 
been identified for optimal mask design to maximize the portion of the population 
that can be accommodated. In one embodiment, a series of color coded cushions 
is used The cushion may be color coded for type or size, for example. 

[00173] Figures 24a-g show additional views of the cushion 40. As . 
shown in Figure 24e, the cushion 40 includes a frame 200 and a inembrane 205 
attached to the frame. The frame 200 and membrane 205 are formed, for 
example, in a one-shot injection molding process as is known in tjie|;art, using, 
eg., silicone such as SILASTIC™ with 40 durometer hardness. Ctffcoufse, the 
frame 20 and the membrane 205 can be formed from two different pieces that are 
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connected together and/or to the frame 20. The frame 200 has an edge 210, which 

may be attached to the channel 26 of the frame 20, as describexi in relation to 

Figures 27a-29d. The edge 210 of the frame 200 may be attached to the frame 
200 with clips, straps, friction or interference, direct mol^g to 
adhesiyes and/or a tongue and groovb arrangement, as is known to tjjie art The " 
edge 210 and a central portion or sidewall 215 above the edge 210 has a thickness 
which is able to withstand buckling forces which can be applied wh6n the cushion 
40 is placed in engagement with the channel 26 of the frame. In one form the 
central portion 215 has a thickness of 2-10mm, preferably 5mm. The central 
portion 21$ extends from the edge 210 to a transition line 220 where the thin 
membrane 205 joins with the underlying frame 200, between the frame 200 and 
the membrane 205. In the preferred embodiment, the height of the central portion 
215 of the frame 200 is most in the cheek regions 41 and less in the lip and nasal 
bridge regions 42, 43. 

[00174] Beyond the transition line 220, the frame 200 iticlbdes a rim 
225. In a preferred form, the rim 225 has a curved shape that curves^ inwardly into 
the nasal cavity of the cushion 40. In an alternative form, the rim may be 
provided by a solid piece having a generally round cross-section. The membrane 
205 forms a seal forming portion 270 (Fig. 24e) which contacts the patient in the 
lower nasal bridge region, cheek and lip regions 41-43, The xini22§ hasa 
thickness that is preferably less than the central portion 215 of theiframe 200, but 
preferably greater than the membrane 205. For example, the membrane 205 has a 
thickness in the range of between about 0. l-2.0mm, and preferably 035 mm, 
while the rim 225 has a thickness of between about 0,5 and 2.0 max^and 
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preferably 1.35 mm. m^i^ttafc^^^^^ 

the rim 225, they could have the same thicknesses. The membrane 205 

completely covers and surrounds the rim 225 of the frame 200, as shown in Hgure 
25. The inside surface of the membrane 205 is spaced from the outside surface of 
the rim 225 so as to form a compliant seal with the patient. By compliant seal, it 
is meant that the membrane 205 can accommodate small variations ite the shape of 
a patient's facial/nasal features without undue force, and can account for small 
movement of the mask relative to the patient during use, while mamtainmg an 
effective seal: The membrane 205 is preferably spaced away from die rim 225 at 
least in the nasal bridge region 43, especially at a region 43a near the apex of the 
nasal bridge region 43 (Pig. 24c). This is because that area of the patient is most 
sensitive to localized contact pressure. Stated differently, the membrane 205 is. 
preferably the only portion of the cushion 40 mat contacts the patient to apply a 
sealing force to the patient in the lower portion of the nasal bridge region 43 The 
membrane 205 can better evenly distribute the force across the entire bridge of the 
nose, applying a lighter pressure, thereby improving comfort. Of course, the 
sealing force applied to the transition between the bony region and the icartilage 
region of the nose is not so great as to partially or wholly close the nasM vents. . 

[00175] The rim 225 in me nasal bridge region, especially; at the apex 
thereof, is spaced a sufficient distance away from the membrane 205 to avoid 
localized pressure points or regions on the lower bridge region of the nose. 
Moreover, the rim 225 should be inwardly curved to evenly distribute forces 
which may cause the membrane 205 to contact the rim 225/ Such forces may be 
the result of over tightening the headgear 80 or instability due to patient _ 
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movement The cushion 40 is designed to avoid contact. between fcerim^and- 
the membrane 205 in the lower nasal bridge region even if ft^^^Oi^ .'. - 

° Ve " ti ^ tened - **atevenMherim225m*e^ 

at the apex 43a) can be eliminated to save material and weight, so long as the 
structural integrity of the cushion 40 is not compromised. Moreover, the rim 225 
need not be curved along the entire perimeter thereof , especially £<Je portioi". 
that are designed not to contact the membrane 205 in use. 

[00176] Spacing between the membrane 205 and the rim 225 in the 
cheek and lip regions 41, 42 is not necessary, but will add comfort and enable the 
cushion 40 to fit a wider range of patients due to the compliant.membran^205. ' 

[00177] A cushion in accordance with the invention provides improved 
stability over prior art cushions. The footprint, ox contact area has been 
maximized, particularly along the sides of the nose. The side contact; regions of 
the cushion have been maximized. This provides two further advantages. First, 
since the side walls of a cushion in accordance with the invention are -longer than 
some prior art cushions, it is possible to design a mask which sealsjabbve the 
nasal vents but below the upper portion of the nasal bridge. Second, by 
distributing the contact pressure over a larger footprint, or contact area, stability of . 
the mask assembly is improved. As such, the cushion 40 is much tes* likely to 
rotate in the vertical plane, as compared to prior art masks which tendLto rotate 
about an axis substantially over the lip region. 

[00178] Figures 25d-25i show cross sections of the cushioti 40. As 
shown in Fig. 25d, the distance between the rim and the membrane in the.nasal 
bridge region 43 is in the range of about 5-14mm, preferably 9mm. 'As shown in 
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Kg. 2Se, the distance between the rim and the membrane is in the ihge of about 
7.16mm, preferably 11m Aa^ta^aStZSft^^^^aiid 



preferably 4mm. 



25i in the lip legion, the distance is in the range of about l-6mm,| 

[00179J Hgures 25d-25i also show various other dimensions in one 
preferred embodiment, such as the radii of curvature, me angles ^ 
membrane extends, etc. For example, at-tfae apex of the nasal bridge region, in 
Kg. 25d, the radius of curvature of the membrane is in the range of about.5- 
14mm, preferably 9 mm, with an angle of about 70-90 degrees, preferably 80 
degrees. As shown in Kg. 25e, the radius of curvature is witlim theiange of 
about 4-10mm, preferably 7 mm, with an angle of about 50,70 degreU^preferably 
60 degrees. Generally, the spacing in the nasal bridge region 43 should be more 
than the spacing in the cheek and lip regions 41, 42. Of course, a cushion with a 
combined membrane and rim could be provided as well, e.g., a one liver 
structure. Conversely, the support function of the rim 225 could be accomplished 
using two or more support rims to support the membrane 205, or twdbrmore 
membranes could be provided over a single rim. In another alternative, the 
support function of the rim and the sealing function of the membrane can be split 
into two different members, which may be made of different material*. 

[00180] Figure 24e shows that the membrane 205 includes a preformed, 
contoured notch 255 in the nasal bridge region 43 to match generally the typical 
contours of the iower portion of the bridge region of the patient The frame 200 
includes a notch 260 which is co-located in relation to the notch 255. The shape 
Df the notch 255 is generally U-shaped, while the shape of the notch 200 is 
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generally wider than the notch 255, and the notch 260 is generally tr r shaped, As 
shown in Figure 24f, the notch 255 has a depth di in the range of ;12-27inm. 

[001 8 1] As seen in Figures 24a-c, an inner edge 230 of thb membrane 
205 defines an aperture 235 of the membrane 205. In this preferied form, the 

f 

shape of the aperture 235 is generally trapezoidal and has a base Wi^Lth iy-of about 
31-45mm, sides with a length s of 20-22mm, and a top portion t> generally parallel 
to the base portion with a length of about 5-10mm. See Figure 24c. : The included 
angle a is in the range of 45 o -55 0 , and preferably 50°. The height; ft between the 
base portion and the top portion of the membrane 205 is in the rahge of 19-22mm. 
Further, the overall height ho of the cushion 40 is in the range of 45455mm, 
preferably 5Q-51mm and the overall width w<> of the cushion 4Q i$ in die range of 
65~75mm, preferably 69-71inm, Also, as shown in Fig. 24f, the dimension d 2 of : 
the cushion is in the range of 29-3 Imm and the dimension d 3 of the Cushion is in 
the range of 4 H3mm. In one embodiment of a cushion 40 that has -a "standard 
size", the membrane 205 of the cushion 40 has a width w in the range of 31- 
34mm, preferably 33mm, a height h in the range of 19-28mm, preferably 22mm, 
and the notch 255 has a depth d x in the range of 19-23mm s preferably 21.5mn% In 
another embodiment of a cushion 40 that has a "deep" size, the membrane 205 of :' 
the cushion 40 has a width w in the range of 3 l-34mm, preferably: 33mm, a height 
' h in the range of 19-28inm, preferably 22mm, and the notch 255 has;. a depth di in 
the range of 22-27mm, preferably 24mm, In yet another embodiment of a cushion 
40 that is wider and/or shallower in depth (''wide/shallow'*), the membrane 205 of 
the cushion 40 has a width w in the range of 35 -45mm, preferably 41mm, a height 
h in the range of 19-2 8mm, preferably 22mm, and the notch 255 has' a depth 6* in 
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the range of 12~20mm, preferably 16mm. It is to be understood^ these .'. 
dimensions refer to a particular embodiment of the invention, and' a differently 
sized mask (for example, a "small" size versus a "large" size) whilehaving the 
same shape would have different "dimensions and nevertheless be wimin the scope 
of the invention. Further, while the "standard" size cushion, "deep" size cushion, 
and "wide/shallow" size cushion may be provided individually, these cushions 
may be provided together as a set of cushions. This set of three cushions provides 
a good fit in a wide range of patients without having an excessive inventory. 

[001 82] The sides s of the membrane 205 adjacent the aperture 235 
include a curved portion 250 (Fig. 24c) between the nasal bridge 43 and lip 
regions 41. The curved portion 250 appears as a bulged portion CTju-vjing inwardly 
toward the aperture 235. In Figure 24f, the curved portion 250 appears outwardly 
bulged in relation to the adjacent surfaces. Figure 24e also shows the depth of the 
notch 255 provided in the membrane 205 in the nasal bridge region, as seen fiom 
the top view. Figure 24d provides yet another view of the curved portion 250, and 
the shape of the membrane 205 in relation to the underlying shape of the rim 225. 
The curved portion 250 helps provide a good seal along the sides of the nose in 
the crevice where the cheek meets the nose. For example, as seen ih Figure 24c, 
the portion 250 is spaced away from the edge of the rim 225 so that rhore 
allowance for sealing in the crease and along the sides of the nose is provided. 
The edge 240 of the rim 225 and the edge 230 of the membrane 205 in the cheek 
region 41 begin diverge away from .one another at an angle, as seeii ;mHgure24c. 
The spacing between the edges 230, 240 of die membrane 205 and the rim 225 are 
smallest in the lip region 42, and gradually increases in the cheek regions 41, and 
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is most in the curved portion 250 and nasal bridge region 43, as shojvn in Figures 
25e-25i. 

[OOl 83] The inner edge 240 of the rim 225 which defines fan" aperture : 
245 is shown in Figure 24b. Hie base width Wof the apCTtu^.245 is in the range ' . 
of 38-45mirL The length of each side S is in the range of 20-23mirL { The length of 
the top portion T is in the range of 15-20mm. The height H betweeik the base 
portion add the top portion of the is in the range of 32^36mm. These Idimensicras, 
and all other dimensions provided herein, are preferred dimensions and could be 
changed depending on the particular application. While the .sh^e^the aperture 
can also be characterized as generally trapezoidal, the trapezoid is txot in the same 
proportions to the trapezoidal shape of the aperture 235 of the menjibrtme 205. 
The aperture 235 is smaller than the aperture 245. 

[00184] Further, the apertures 235 and 245 may have a triangular shape 
or other non-trapezoidal shape. Further, the overall shape of the cushion may be 
triangular or non-trapezoidal. The shapes of the apertures 235 and245 an4 
cushion may be similar to one another or may be different, e.g., the aperture 235 
has a trapezoidal shape and the aperture 245 has a triangular shape, 

[00185] The width of die membrane 205 as measured fri^lhe 

transition line 220 to the edge of the membrane 205 is greatest in. the? curved 
portion 250 and nasal bridge region 43, less in the cheek regions 41, ajnd the least 
in the lip region 42. The membrane 205 generally extends upwardly away from 
the transition line 220 in the nasal bridge, cheek and lip regions 41-431 Indie 
nasal bridge region 43, the membrane 205 curves inwardly along a gwieraliy 
constant radius to terminate at the edge 230. In the cheek regions 4l] i jthe : 
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membrane 205 curves around the rim 225 and then inwardly away the rim 
225 at an angle generally toward the opposite bottom position of Airframe 200. 
In the lip region 41, the rim 225 and the membrane have substantial!^ the. same . . 
shape. See Figures 25d-25i. 

MASK FRAME AjND CUSHTOK CONNECTION SYSTEM 

[00186] The mask of the present invention may be fabricated in a 
manner where the mask frame and mask cushion are permanently attached to each 
other, For example, the mask frame and cushion may be formed from the same 
material in one piece where the elbow is attached as a separate piece; 
Alternatively, the mask frame and cushion may be formed as two pieces of the 
same or different material where the cushion and mask shell are attached in a 
permanent maimer* The permanent attachment may be achieved through co- 
molding, adhesxves, the use of clips or other mechanical means. 

[001 87] Alternatively, the mask frame and cushion may belattached by 
way of a method that allows for it to be detached and then re-attache4 repeatedly 
through the useful life of the mask, as will be described below. This allows for 
disassembly for effective cleaning and maintenance or even allows replacement if 
a part is worn out. .... 

[00 188] The mask shell and cushion connection system of ithe present 
invention allows for the manufacture of a combination mask frame [ and cushion 
that allows for the independent detemrination of forces for engagement of the 
cushion and disengagement of the cushion from the frame!. Because of this 
ability, it is possible to fabricate a mask connection system where the engagement 
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force is equal to the disengagement force, or where the engagementlo^e is leas 
than the disengagement force, or where the engagement force is g^ekter than the 

. disengagement force. .1.1 1". . " .'..17' 

[00 1 89] The connection system may be designed to achieyje a i . 
disengagement force that is less than or greater than the force asserted upon the 
mask system at maximum treatment pressure. 

[00190] Preferably the disengagement force (Le. the force? (hat will 
detach the cushion from the mask frame) will be greater than the force that would 
be asserted against the mask shell and cushion combination when th^maximum 
treatment pressure is achieved in the mask chamber. By setting this Ibwer limit 
for the disengagement force by reference to that force asserted against the frame 
and cushion combination, the likelihood of a mask disengaging dui^xxg the 
application of treatment pressure is reduced. 

[00191] While the minimum disengagement force is preferably 
determined by reference to the force asserted by treatment pressure^ the maximum 
disengagement force ought to be no greater than the force that is capable of being 
comfortably exerted by a user when manually disengaging the mask tb prevent : 
inadvertent release and annoyance to the user. Preferably, the chsplacement force 
will be no greater than the force that may be comfortably exerted by a user. 

[00192] The engagement force for the cushion (that is the force required 
to correctly connect the cushion to the mask shell) may be predeterknined and 
achieved by adoption of the sealing and retaining mechanisms of the: present 
invention. 
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[00193] Preferably the engagement force will be no greater than the 
force that may be comfortably exerted by the user. As te'jm^^.iwi, 
application in a mass-produced product range, preferably the maximum 
engiagement force will be no greater than the force that may be exerted by the 
target user population. In a clinical setting that target population may be the 
" clinical staff who will be fitting and applying the mask to patients. In a non- 
clinical setting that target population may be the population of end iu^eis. 
Preferably the target engagement force would be determined by considering the 
preferred engagement force that may be exerted by the target population when 
mamptilating the mask shell and cushion in a conventional manner. Of course, 
these principles also apply to the disengagement force as well. 

[00194] In one embodiment of the nasal mask assembly 10,' an 
improved mechanism is used for engaging, i.e., retaining and sealiag^the cushion 
40 to the frame 20. See Figs, 27a-29d. With the retaining and sealing 
mechanism, the cushion 40 can be fitted to the mask frame 20 in one movement 
that retains the cushion 40 and forms a secure seal with the frame 20. Outer wall 
30 of channel 26 on frame 20 is provided with a plurality of undercuts 33 sipaeed 
around the outer wall 30, The undercuts 33 can pass partially or completely 
through the outer wall 30. A slight taper can be provided to the interior surfaces 
of ixmer wall 28 and outer wall 30 to ease assen^ 

20*. The cushion 40 includes a side wall 215. As shown in Figure 25d, the side 
wall 215 has a width b of about 5mm. The side wall 215 includes plurality of 
retention lips 44, spaced around the side wall 215 to align with the jindercuts 33, 
Each retention lip 44 includes a leading edge 45, tapiered to ease ihseftioh of the 
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cushion 40 into the channel 26, and a retention surface 431, shaped^ catch the. 
undercut 33 and prevent separation of the cusMon ^^m tfae^ftaO uiitil * 
predetermined separation force is applied between the cushion 40 and the frame 
20 ' . PlBf?rabIy ^ predetermined separation force is desired to be greater than, 
the force to insert the cushion 40 into the channel 26, DistaUy positioned on the 
side wall 215 are upper and lower sealing hps 46 and 47 extending outward from 
the side wall 215 and running around a periphery of the side wall 42.? Opposite; 
the sealing lips 46 and 47 are upper and lower sealing Hps 49 and 48 extending 
inward from the side wall 215 and running around an inner periphery: of the side 
wall 215. Opposite the retention lips 44, the inner surface of the side; wall 215 has 
a relieved portion 50 thus creating a space between the wall of the cushionand me 
channel allowing the wall of the cushion 40 to distort into the relieved portion 50, 
as shown iii Figs. 27b and 27e, making insertion of the cushion 40 easier. The 
relieved portion 50 can be positioned just opposite each retention lip 44 or the 
relieved portion 50 can extend all the way around an iimer periphery of the side 
wall 215, 

[00195] Assembly of the cushion 40 to the frame 20 according to one 
embodiment of the invention will now be described. The cushion 40 is first 
generally aligned with the channel 26. See Fig. 27a the inner wall 28 is slightly 
higher than the outer wall 30 to assist in aligning the cushion 40 with respect to 
the channel 26 before the cushion 40 enters the channel 26. The cushion 40 is 
then moved into the channel 26. See Fig. 27b. The leading edge 45 of each 
retention hp 44 will engage a top portion of the outer wall 30 and begin to deforat. 
The relieved portion 50 of the side wall 215 allows mis deformation to happen 
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without greatly increasing the force necessary to insert the cushion 40 into. the. 
frame 20. The sealing hps 46-49 have contacted the respective si^ces.of the,. ...... 

inner and outer walls 28 and 30 of channel 26. The cushion 40 is fu^er inserted 
into the channel 26 until it bottoms against the channel floor 32. Sei K & 27c; 
The sealing lips 46-49 are in full contact with the inner and outer walls 28 and 30. 
Each retention lip 44 has entered the respective undercut 33 but there is still 
deformation of the side wall 215, accommodated by the relieved portion 50. The 
cushion 40 is then slightly withdrawn as compression of the elastomer (Silastic™) 
relaxes from the channel 26, seating the retention surface 431 of each retention Up 
44 against the respective undercut 33, with the sealing lips 4649 in continuous 
sealing position around the inner and outer walls 28 and 30. See.Figi27d.. This 
withdrawal and seating provides a tactile signal to the user that the cushion 40 is 
properly seated in the channel 26. If the undercuts 33 are made visible to the user 
in this position, a visual indicator of seating is also provided^ Defonnation of the 
side waH 215 has generally been removed at this point and the relieved portion 50 
returned to its relaxed configuration. Further withdrawal of the cushion 40 from 
; the channel 26, to disassemble the cushion 40 from the.frame. 20 will deform the 
intention lip 44 downward. See Fig. 27e. This deformation of the side wall 215 
will again be accommodated by the relieved portion 50, The shape; of retention 
lip 44 results in the preferred more secure removal force compared to ; assembly 
force by the user. . 

[00 1 96] Furthermore, where the cushion sealing Hps or retention lip of 
both are made of a material that expands over time such as with some^; chemical 
cleaning exposure (i.e. increases in size in at least one dimension)' gruch a material 
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being silicone, the extra size or volume resulting from spread of material .may he 
accommodated within the channel 26, say by the sealing Hps or retention lip [ : 
flexing. This aspect of the invention has advantages over the prior art in that the 
spread of cushion material ought not compromise the seal of the mask shell and 
cushion, thereby prolonging the useful life of the component made; of; the 
expandable material. 

[00197] The prior art typically requires me cushion materia 
a snug fit with the frame so as to prevent leakage of gas from the mask chamber 
via one or more paths between the frame and cushion. Jn addition some mask* " 
utilized ah interior or exterior cushion clip to sandwich the cushion between the 
clip and the frame. Such cushion clips are found in Respironics' ConjfortSelect 
mask; and in ResMed's Ultra Mirage™ mask, which is described in xj.S. Patent 
No. 6,412,487, incorporated herein by reference. 

[00198] With the prior art, should the cushion be made of ainaterial 
that spreads with time, there is a tendency for the material to increase in at least 
one plane to the extent that it becomes difficult to fit or disengage from the mask 
frame channel, or to otherwise make use of a cushion clip. Also, the seal to 
prevent gas escaping from the mask chamber is compromised due to gaps 
appearing between the cushion seal portion and the mask frame channel. The 
prior art limitations have been described with reference to a mask which has the 
sealing channel located in the frame and die sealing edge located on the cushion. 
However, similar limitations will apply where the location of these feMures are. 
reversed, that is to say where the sealing channel is located on the cushion and the 
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sealing edge i, located on the mask shell as well as where the interface between 
the cushion and mask shell surface are in the fonn of flat surfaces." ",\ 

[00199] As treatment pressure within the mask chamberii not being . 
achieved during mask assembly, the selection of engagement pressure is not 
necessarily determined by reference to the force exerted during treatment. Rather, 
it is possible to fabricate the connection system of the present inyentipn so. as to. . 
achieve an engagement force that is less than the disengagement forcb- sucha 
configuration, where the engagement force is less than the disengagement force is 
consistent with data that any given human population is typically capable of 
exerting a pulling force (i.e. where one or two hands move away from a starting 
point while gripping an object) than they are capable of exerting a pushing force; 
(i.e. where one or two hands move towards a fixed point while gripping an 
object). 

[00200] The embodiment described above can maintain me relationship 
of a disengagement force being greater than an engagement force nottyithstanding 
that a dimension of a component may change over time — such as is:the case 
where the cushion is made of a material that expands over time such as is the case 
with silicone. 

[00201] The embodiments of me present invention also overcome the 
prior art limitation of loss of friction fit where at least one component such as the 
cushion is made of a material that tends to lose its frictional quality over time, 
such as with silicone which material tends to become 'greasy? due to chemical, 
change and its own absorption of environmental pollutants, such as the patient's 
skin oil. Accordingly, the present invention addresses the prior art problem of a ■ 
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loss of engagement effect between the frame and cushion over time: 
notwithstanding the loss of the friction between them. 

[00202] While the present invention teaches away from/the need for 
strap, clip or other additional retaining devices, such devices may ^included in 
the fabrication so as to add further security of engagement between £«me and 
cushion or to otherwise reduce the design tolerances required to achijevea 
disengagement force that is consistent with the upper limit considered appropriate 
for the target population while maintaining engagement during the maximum 
treatment pressure. 

[00203] The cushion 40 includes at least one sealing lip which functions 
to prevent escape of gas from the mask chamber via the interface between frame 
md cushion " Pieferabl y are provided at least two seal lips each having 
relatively small contact points with the frame channel 26 as shall be described so 
as to naininaize the friction occurring during assembly and disassembly of the 
cushion with the frame without compromising the seal. 

[00204] If one seal Up were used, then its configuration to achieve 
adequate sealing may require it to assert greater friction once in position than 
would be the case where there were adopted two or more seal lips of the same 
material. 

[00205] By control of this source of friction, it is possible : to influence 
the engagement and disengagement forces, i.e., the forces required to engage and 
disengage the cushion and frame. The preferred aim being to have those forces 
remain with defined limits for the expected useful life of the cushion. ' 
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[00206] The relieved portion 50 of the side wall also accommodate* 
deformatioa of the side wall 215 upon assembly and disassembly ofthe cushion ■ 
40 and frame 20, thereby reducing the force necessary for assembly/disassenably. 
This is especially important where the cushion 40 is made from a pliable but 
generally slightly compressible material, such as silicone. Alternatively, the inner 
wall 28 can be provided with an undercut 29 opposite each undercut 33 to 
accommodate deformation of the side wall 215. See Fig. 28. The undercut 29 
(and/or relieved portion 50) can be sized and configured as desired to best 
acccnmnbdafe the expected 
: sealing lips 46 -49 can alternatively be used. See, for example, Kg, 29a (sealing 
Hps 47 and 48), Fig. 29b (sealing lips 46 and 49), Hg. 29c (sealing Hps 48 and 49) 
and Fig. 29d (sealing lips 46 and 47). Other configurations of sealing lips and 
retention lips can also be used. This configuration separates the sealing function 
of cushion to frame from the functions of cushion and frame engagement and 
retention, so that each may be independently controlled and optiini$ed;in device 
configuration and. fabrication. 

[00207] Figures 32a-l-32c-2 show sequential engagement between the 
frame 20 and the cushion* according to another embodiment of the present 
invention. In this embodiment, the* side wall 215 has been changed, as; well as the 
" channel 26 which receives the side wall 215. Figures 32a-l-32a-2 shq*y the frame 
and cushion before engagement, Figures 32b-l-32b-2 show the frame and cushion 
during engagement and Figures 32c-l-32c-2 show the frame and cushion in full 
engagement. 
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[00208] ^tMs embodiment, the side w 
integral lug 215a at a distal end of the side wall 215. The side wail 215 includes 
an undercut 215b which allows the lug 215a to flex toward the side! wall 215. • 
During.insertion (Figs. 32b-l-32b-2), the lug 215a flexes into the undercut 215b ' 
until it is pushed beyond a protrusion 26a in the channel 245.: After.passing. the- ■ 
protrusion 26a, the lug 215a flexes into a space of the channel 26 helpw the 
protrusion 26a. Therefore, the tip of the lug is positioned to be resflie^tlylocked 
in place with the cushion 40 fully and securely connected to the frame 20. .jfa the 
connected condition, the side wall 215 provides a secure seal with meiframe 20 . 
against escape of pressurized gas from the nasal cavity. Engagement between the 
tip of the lug 215a and the protrusion 26a provides a xetainmg force to maintain 
the cushion in engagement with the frame. To disengage, the patient pulls the 
side wall 215 but of the channel 26 with a force sufficient to cause thelug 215a to 
deform and overcome the protrusion 26a. Both engagement and disengagement 
require a force that is enough to overcome the frictional contact between the walls 
of the channel 26 and side wall 215. As the angle of protrusion 26a is: 
sabstantfally away from the insertion direction, it acts in much the same way as a 
"barb" allowing the preferred lower insertion force compared .to disassembly force 
of the cushion to mask frame. 

[00209] In the illustrated embodiment, the lug 215a ;at the distal end of 
the side wall 215 extends generaUy inwardly towards the breathing cavity of the 
cushion. However, as shown in Fig. 32e, the lug 215a may extend generally 
outwardly from the breathing cavity of the cushion 40 and engage a protrusion 
26a provided on the outer wall 30 of the frame 20. 
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[0021 0] Figs. 40-41 illustrate another embodiment of the frame 20 that 
is structured to f acilitate the engagement between the frame 20 and; the cushion 
40. Specifically, the main body 20a of the frame includes alignment symbols Aj, 
e.g;, diamonds, lines, colors, arrows, etc., on the outer surface of the outer wall 30 
thereof. Fig. 40 illustrates a single alignment symbol A l provided on ian upper 
portion of the outer wall 30 and Fig, 41 illustrates a pair of alignment - symbols Ai 
provided on a lower portion of the outer wall 30. 

[00211] The cushion 40 includes alignment symbols A 2 , e.g., diamonds, 
lines, colors, arrows, etc., on the outer surface thereof that are positioned to align 
with the alignment symbols Ai provided on the frame 20 when the cushion 40 and 
frame 20 are engaged with one another. Figs. 38B, 39B, and 42 illustrate a single 
alignment symbol A 2 provided on the outer surface of the cushion 40 in the nasal 
bridge region and Fig. 43 illustrates a pair of alignment symbols A 2 ;pipvided on 
the outer surface of the cushion 40 in the lip region. When the cushion 40 and 
frame 20 are engaged with one another, the alignment symbol Ai on the upper 
portion of the frame 20 aligns with the alignment symbol A2 in the iasal bridge 
region of the cushion 40. Similarly, the pair of alignment symbols Ai provided on 
the lower portion of the frame 20 align with the pair of alignment symbols in 
the lip region of the cushion 40. The alignment of the alignment symbols At, A 2 
on the frame 20 and cushion 40, respectively, ensures that the frame 20 and 
cushion 40 are correctly aligned and oriented with respect to one another. That is> 
the patient can correctly engage the frame 20 and cushion 40 by ensuring that the 
alignment symbols ,Aj f A 2 on the frame 20 and cus hion 40 are correctly aligned 
With one another. - - 
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[00212] The alignment symbols A u A2 may have any writable 
configuration, e.g., diamonds, lines, coiors, arrows, etc. Also, any .^responding 
number of aligoment symbols Aj , A2 may be provided on the frame s20 and 
cushion 40: In the illustrated embodiment, the upper portion, of me jrame. 20 and 
the nasal bridge region of the cushion 40 have a different number of lalignment ' 
symbols A„ A 2 than the lower portion of the frame 20 and the Hp region of the 
cushion 20. However, the upper and lower portions of the frame 20! and the 
: respective nasal bridge and lip regions of the cushion 40 may have the same 
fiumber of alignmeht symbols Ai, A 2 so long as the alignment symbols A,, A 2 are 
positioned to facilitate correctly engaging the frame 20 and the cushibn 40 in the 
correct orientation. Further, the alignment symbols Ai, A 2 may be positioned, at 
any suitable location along the outer surfaces of the frame 20 and the, cushion 40 
to facilitate the engagement between the frame 20 and the cushion 40. 

[00213] As shown in Fig. 40, the frame 20 may include alignment 
symbols Ai, e.g., diamonds, Unes, colors, arrows, etc., on the side feline members 
20b which are structured to facilitate the engagement between the frame 20 and 
the headgear assembly 80. Specifically, the locking clip 82 of the headgear 
assembly 80 may include alignment symbols, e.g., diamonds, lines, colore, 
arrows, etc., oh the outer surface thereof that are positioned to align with the 
alignment symbols Ai provided on the frame 20 when the locking clip 82 and 
frame 20 are engaged with one another. 
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OTHER ASPECTS 

[00214] A nasal cushion was designed taking into accountthe shape 
and size of the nose of the patient, along with the size and shape of the 
snttoundihg facial features, such as the upper lip, the cheek*, etc. sJe Hgutes 30- 
31, While there is little statistical information regarding the sizes and shapes of 
those patients likely using or in need of some sort of NPPV itreattoeni, Applicants 
have discovered that a select amount of criteria can be used to statistically model 
the cushion 40 to fit a vast majority of the patient population (e.g./ ; 80% of the 
patient population). For example, the cushion 40 may be stj^tured to 
accommodate 60-90% of patient population, regardless of age, sex, pi- race. 
However, the cushion 40 may be structured to accommodate up to 70% or up to 
80% of patient population, for example. Using nasal width, nasal tip?prptrusion 
and nose height, Applicants have been able to design the cushion such that a large 
proportion of the population likely to be in need of nasal masks can he 
accommodated comfortably with the same sized cushions/masks. One or two 
additional cushions/masks can be designed to accommodate other parts of the 
population. Age, race and sex of the patient can be factors in computer modeling 
the cushion. Moreover, by designing a cushion in which contact with the upper 
portion of the nasal bridge portion is avoided, Applicants have been able to 

r 

eliminate one of the factors which limits the designs of cushions in general. 

[0021 5] As shown in Figures 30 and 3 1 , the nasal iwidth determines the 
width of the opening in the cushion 40. Nasal tip protrusion describes minimum 
depth of cushion and mask frame combined. This is measured frorii thef bottom of . 
the septum. A mask with too much depth may result in excessive dead space 
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witbin the nasal cavity that increases undesirable CO2 re-bi^liimg aiid movement 
of the center of gravity of the mask assembly further away from the face 
decreasing stability. Nose height reflects the distance between both sets of 
width/depth dimensions. *' '■' ' 

[00216] In general, cushions are sized to fit one or more maximum 
dimensions. . However, user testing is important in verifying jclearahce at the nasal 
vent If too large, the cushion may interfere with the eye area. The cushion is 
designed to sit low on the nasal bridge; possible interference in this area is 
minimized. If the cushion is too small, e.g., if the cushion applies pressure along 
the soft part of the nose that may collapse, the nasal vent may be partially or fully 
occluded, causing breathing restriction, as can occur with soine prior krt masks 
such as the Respironics Simplicity mask. Nose width, height and tip protrusion 
can be arrived at by reference to anthropometric data tables, i 

[002 17] In one embodiment of the mask system, tjie mask system is 
designed to include a frame and a plurality of cushions that are each" conhectable 
with the frame. Each cushion would be configured to accommodate a percentage 
of the patient population such that the plurality of cushions, ipreferabjy 1-3 
cushions, would together accommodate up to 95-100% of the patient-population. 

[00218] Thus, the plurality of cushions would each have a ^similar frame 
contacting side but a different face contacting side. Each cushion would have at 
least one parameter on the face contacting side that is different from the remaining 
plurality of cushions. In one embodiment, each cushion iha'y differ fii the nasal" 
bridge region. For example, the cushion 40a shown in FigSv 38A-38D has a 
deeper contoured notch 255a in the nasal bridge region thai! the contour ed notch 



r 
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255b in the nasal bridge region of the cushion 40b shown in Hgs. 
Specifically, the contoured notch 255a has a depth din the range of 22~27mm, 
preferably 24mm and the contoured notch 255b has a depth d in the jttnge of 19-. 
23mm, preferably 21 .5mm. As illustrated, the notch 255a has a smaller radius of 
curvature than the radius of curvature of notch 255b, In anolixer embodiment, 
each cushion may differ in the width of the aperture of the membrank The 
plurality of cushions may be color coded to help distinguish the different cushions 
from one another. f T 

[00219] Appendix A of incorporated U.S. Provisional Application of 
Moore et al. 9 Serial No. 60/402,509, includes various pictures of the inask system 
according to one preferred embodiment of the present invention. Appendix A 
also includes various pictures of the mask system according to other iembodiments 
of the present invention. For example, an embodiment of the frame is provided 
feat illustrates a frame having oxygen of pressure ports. See, e.g., Fig, 41. 
Further details of oxygen or pressure ports in a frame are included in U.SY Patent 
Application No. 09/504,234, the entirety of which is hereby;incorporated by ■ 
reference. Appendix A also includes instructional information for thb mask 
system. Appendix B of incorporated U.S. Provisional Application of Moore et al., 
Serial No. 60/402,509, includes pictures of two prior art masks discussed in the 
present invention. Appendix C of incorporated U.S. Provisional Application of 
Moore et aL, Serial No. 60/402,509, includes pictures of two testing models (A + 
B) with widely varying nose and facial features, and the mask assembly of the : 
present invention as well as one prior art mask connected to each model. 
Appendix C also includes a series of pictures comparing one embodiment of the 
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present invention to a piior art cushion used for the MEELAQE® mask. See, e.g., 
U.S. Patent No. 6,1 12,746 to Kwok et al., incorporated herein by reference. 
Generally speaking, the mask assembly of the present inve^qn .^nerally t 
conformed to both nose models even though the sizes and shapes were vastly 
different The mask cushion 40 also was able to successfully accommodate the 
deformity on model B. The mask assembly of the prior art tended not to fit the 
shape of the nose models, especially the shape of the smaller nose model where 
significant gaps are seen. One prior art model (see U.S. Patent No. 5;724,965) 
was relatively unstable and tended to rock on die cheeks of the models^ especially 
the smaller nose model. 

[00220] It is intended that the components, elements and featuies of the 
various above-described embodiments caii be used together in any desired 
combination or permutation to create new mask embodiments. For example, 
while the invention has been described in relation to a nasal mask, the teachings 
are also applicable to oro-nasal and full-face masks as well. ! 
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WHATISCOLAIMEDIS: 

1. A cushion for a respiratory mask assembly to deliver |bieath^ble gas to a patient, 
the cushion comprising: 

a side wall structured to be attachable to a frame; and 

a seal-forming portion extending away from the side wall wherein an inner edge of the 
seal-forming portion defines an aperture, the aperture having a generally trapezoidal shape, and 
further wherein the aperture has a base portion with a length in the range of 31 -45mm, sides with 
a length iii the range of 20-22mm, and a top portion substantially paijaliel to the base portion 
with a length in the range of 5-10mm. 

2i A cushion for a respiratory mask assembly to deliver brcathablp gas to a patient, : 
the cushion comprising: r : " v t * :: v 

. a side wall structured to be attachable to a frame; and 

a seal-forming portion extending away from the side wherein; the seal-forming portion * , 
includes a contoured notch in a nasal bridge region of the cushion positioned substantially along 
a transition between the bony region and the cartilage region of the patient* s nose to conform to 
the contours of the patient's nasal bridge region, the contoured notch having a depth iri the range 
ofl2-27mm. 

3. A cushion for ia respiratory mask assembly to deliver breathable gas to a patient's 
' face, the cushion comprising: 

■ 

a side wall structured to be attachable to a frame; and 
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a seal-fomring portion extending away from the side wall wherein a contact area between 
the seal-forming portion and the patient's face in a nasal bridge regxpn positioned substantially 
along a transition between the bony region and the cartilage region 6f the patient's nose is . 
greater than a contact area between the seal-fqiming portion and lip and cheek regions of the 
patient. 



4, A cushion for a respiratory mask assembly to deliver breathable gas to a patient, 
the OTsMonxomprising: .. :r:5 ; 7...: . 

a side wall structured to be attachable to a frame; 

a seal-forming portion extending away from the side wall wherein the seal-forming 
portion is adapted to form a seal on the patient's lip region positioned below the patient's nose 
and above the upper lip of the patient and further wherein the seal-f oiming portion includes a 
notch to accommodate a septum on the patient's Hp region, 

5. A cushion as claimed in any one of claims 1 to 4 wherein the seal-forming portion is a 
membrane. 



6. A respiratory mask assembly for delivering breathable gas to a patient, 
comprising: 

a frame having a front surface and a rear surface adapted in use to facp the patient; and 
a cushion as claimed in any one of claims 1 to 5. 
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7. A cushion for a respiratory mask assembly to deliver bre^abfe gas.to a patient's 
face, the cushion ccMiprisirig: . P , r: .,.^.-..^ „. 1ws -.^ mr 

a cushion having a side wall attachable to the frame, the cushion having a rim extending 
away from the side wall, and a membrane provided to substantially surround tjhe rim, 

wherein an inner edge of the membrane defines an aperture, the aperture haying a 
generally trapezoidal shape, and further wherein the membrane includes a contoured portion that 

extends upwardly from the side wall and curves inwardly along a generally constant radius to 

i 

tmmnate at an inner edge of the membrane, and wherein, in at least ti portion of a nasal bridge 
region of the patient positioned substantially along a transition between the bony region and the 
cartilage region of the patient's nose, the rim and the membrane are spaced away from one 
another to define a gap. 



8. A cushion as claimed in claim 7 wherein the contoured portion is provided in a 
transition between cheek and nasal bridge regions of the cushion; ; 

. 9.. A cushion as claimed in one of claims 7 or 8 wherein an inner edge of the rim 
defines an aperture, the aperture of the membrane having a smaller dimension than a dimension 
of the aperture of the rim. 

10. A respiratory mask assembly according to claim 9, wherein the aperture of the 
rim has a generally trapezoidal shape. 
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11. A respiratory mask assembly according to one of claims 9 or 10, wherein the 
aperture of the rim has a base portion with a length in the range of 38j-45mm, sides with a length 
in the range of 20-23mm, and a top portion substantially parallel to the base pbitiori with a 
length in therange of 32-36mm. "*7L' ! 



12, A cushion for a respiratory mask assembly to deliver breathable gas to a patient, 
the cushion.cornprising:. . ..„/_..;:. : ...4...;;: ; . 

a side wall structured to be attached to a frame; and 

a membrane extending away from the side wall, 

wherein the membrane is structured to engage a patient* s face| such that forces applied to 
the patient's face are substantially evenly distributed around the entire perimeter of the cushion. 

13. A cushion as claimed in claim 7 wherein the rim and membrane are spaced away from one 
another in lip and cheek regions of the cushion to define a gap. 

14. A cushion as claimed in claim 2 wherein an inner edge of the seak-forming portion defines an 
aperture, the aperture having a generally trapezoidal shape. 

15. A cushion for a respiratory mask assembly to deliver breathable gas to a patient, the 
cushion comprising: 

a side wall structured to be attachable to a frame; and 
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a seal-fofroing portion extending away from the side wall wherein the'seal-fonning " 
portion includes a contoured notch in a nasal bridge region of the cushion portioned 
substantially along a transition between the bony region and the cartilage region of the patient's 
nose to conform to the contours of the patient's nasal bridge region, Wherein a radius of 
curvature of the seal-forming portion in the nasal bridge region is in the range of 5-14mm with 
an angle of 70-90°. 

16. A cushion for a respiratory mask assembly to deliver breathable gas tp: a patient, the 
cushion comprising: 

a side wall structured to be attachable to a frame; and 

a seal-forming portion extending away from the side wall wherein the?seal-forming 
. portion includes a contoured notch in a nasal bridge region of the cushion adapted to be 
positioned in use substantially along a transition between the bony rejgion and the cartilage 
region of the patient's nose and to conform to the contours of the patient's na^al bridge region, 
wherein a radius of curvature of the seal-forming portion in the nasal bridge riegion is in the 
range of 5-14mm with an angle of 70-90°. 

17. A cushion for a respiratory mask assembly to deliver breathable; gas to a:patient, the cushion 
comprising: 

a side wall structured to be attachable to a frame; and ..,<-. 

a seal-forming portion extending away from the side wall wherein tftf seal-forming 
portion includes: 
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(i) a contoured notch in a nasal bridge region of the cushion adapted-to be positioned in use 
substantially along a transition between the bony region and the cartilaLge region of the patient's 
nose and to conform to the contours of the patient' s nasal bridge region; and • 

(ii) a lip region having a radius of curvature.in the range of 1.5-lOnjin . with angle of 35-85°. 

i . • 

j ; 

j . ; 

18, A cushion for a respiratory mask assembly to deliver breathable! gas to a patient, the cushion 
comprising: 

a side wall structured to be attachable to a frame; and j 

I 

i 

a seal-forming portion extending away from the side wall wlkerein the seal-forming 

I . . . 

portion includes: 

(i) a contoured notch in a nasal bridge region of the cushion adapte4 to be positioned in use 

substantially along a transition between the bony region and the carriage region of the patient's 

i 

nose and to conform to the contours of the patient's nasal bridge region; and 

i 

(ii) a cheek region having a radius of curvature in the range of 1.5-liOoim with an angle of 35- 

i 

85°.. J 

i 

19, A cushion for a respiratory mask assembly to deliver breathable gas to a- patient, the cushion 

j 

comprising: 

a side wall structured to be attachable to a frame; 

a seal-forming portion extending away from the side wall; and ' . 

I 

.-. ■ i 
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a central portion between an edge of the side wall and the seal-f btming portion, the central 
portion having a thickness structured to withstand buckling forces applied _to|the iq^hion when 
the cushion is attached to the frame. 



20:. A cushion according to claim 19, wherein the thickness of the central portion is in the range 
of2-10mm. 



21. A cushion according to claim 19, wherein an end of the side wall is adapted to be inserted 

into. a channel of a frame so as to removably attach the cushion to tb|e frame. 

I 

22. A mask system adapted to fit a large proportion of the patient population comprising a frame, 
headgear and a set of cushions adapted to be removably attachable tjo the fraipe, each cushion 
including ! 

(a) a notch in a nasal bridge region of the cushion adapted to be positioned in use substantially 
along a transition between the bony region and the cartilage region of the patient's nose and to 
conform to.the contours of the patient's nasal bridge region, the no^ch havinjg a depth and 

(b) Ian aperture having a width; 

wherein the set of cushions consists of : j 

(i) a first cushion having a notch with a first depth and having an aperture with a first width; 

(ii) a second cushion having a notch with a second depth, the second depth being larger than the 
first depth, and having an aperture with approximately the first width; 
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(iii) a third cushion having a notch with a third depth, the third deptji being shaUower tht^i the 
first depth, and having an aperture wider than the first width. 



23. A cushion as claimed in any one of claims 1 to 4 wherein the seal-fonning portion is 
constructed from silicone. 

24. A cushion as claimed in claim 2 wherein an inner edge of the seial-forming portion defines an 
aperture, the aperture haying a generally triangular shape. 

25 . A cushion for a respiratory mask assembly to deliver breathable gas 1;o a patient's face, 

j 

the cushion comprising: 

a side wall structured to be attachable to a frame; and ' 

a seal-forming portion extending away from the side wall and having a footprint area in a 
nasal bridge region, a side of the nose region and a lip region, wherein the nasal bridge region is 
adapted to be positioned in use substantially along a transition between the bony region and the 
cartilage region of the patient' s nose and the footprint area has bee^i maximised. 

26, A cushion as claimed in claim 25 wherein the footprint area h^s been maximised along the 
sides of the nose- 

27. A cushion for a respiratory mask assembly to deliver breathable gas to n patient's face, the 

cushion comprising:. . . :\2: J ■■ •- 
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a side wall structured to be removably attachable to a channbl of a frame of a mask 
assembly by a connection system; and 

a seal-forming portion extending away from the side waU/yherein " : 

the side. wall has a first interlocking surface adapted to removably engage with a corresponding 
interlocking surf ace provided in the channel of the frame; and fuiffi^ 
an engagement force of the connection system is less than a diserigageihenlTofce of the 
connection system. 

i 
j 

i 

28. A cushion as claimed in claim 13 wherein the gap in the nasal bridge region is greater than 
the gap iri the lip and cheek regions. 

29. A cushion as claimed in claim 28 wherein the gap in the nasal bridge region as a length in 
the range of 5- 14mm, - 

30. A cushion as claimed in claim 28 wherein the gap in the lip axid cheek regions has a length in 
the range of l-6mm 

; 

" j , 

31. A respiratory mask assembly for delivering breathkble gas tb an adult patient, 
comprising: 

; 

a frame having a front surface and a rear surface adapted in use to face the.adult patient; 

and 
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a cushion haying a side wall removably attachable to the fraine, the cushion having a rim 
extending away from the side wall, and a membrane provided to substantially surround the rim, 

wherein an inner edge of the membrane defines an aperture,! the aperture having a 
generally trapezoidal shape. 

" • ' ' . ' . ' . I i • • ' - 

32. A respi^toi^ mask assembly according to claim 31, whereixi ^e membrane is 
adapted to form a seal on the patient's nasal bridge region positioned substantially along a 
transition between the bony region and the cartilage region of the patient's nose. 



33 . ' A respiratory mask assembly according to claim 32, wherein the membrane is 
adapted to form a seal on the patient's lip region positioned below the patient's nose and above 
the upper lip of the patient. 

'I 

34. A respiratory mask assembly according to claim 33, .Wherein the membrane 

i - . 

includes a notch to accommodate a septum on the patient' s lip region. 

i 
I 

i 

35. A respiratory mask assembly according to claim 31, | wherein; in at least a pcation 
of a nasal bridge region of the patient positioned substantially alon£ a transition between the 
bony region and the cartilage region of the patient's nose, the rim and the membrane are spaced 
away from one another to define a gap. 

36. A respiratory mask assembly according to claim 3 lj, wherein the membrane 
includes a contoured portion that extends upwardly from the side pvall andjeurves inwardly 
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along a generally constant radius to terminate at an inner edge of thje. membrane, the contoured 
portion including a gap between the rim and the membrane, the gapj being mSaDdmum in the 
contoured portion, and wherein the contoured portion is provided in a tradition tetwpen cheek 
and nasal bridge regions of the cushion. . j " ~ 

i 

37. A respiratory mask assembly according to claim 3 1 f [wherein fee membrane 

i. 

includes a contoured notch in a nasal bridge region of the cushion jidsition^ substantially along 
a txaiisition between the bony region and the cartilage region of the ipatient' s-nose to conform to 
the contours of the patient's nasal bridge region. 

38. A respiratory mask assembly according to claim 37, j wherein the contoured notch 
has a depth in the range of 12-27mm. 

39. A respiratory mask assembly according to claim 3 1 ,| wherein the aperture has a 
base portion with a length in the range of 3 l-4Smm, sides with a lejagtih in the range of 20- 

22mm, and a top portion parallel to the baise portion with a length ib the range of 5-10mm. 

i . 

i 

40. A respiratory mask assembly according to claim 3 1 \ wherein 1 an inner edge of the 
rim defines an aperture, the aperture of the membrane having a smaller dimension than a 

. i ■ . • • 

dimension of the aperture of the rim; 

• ■ i 

41. A respiratory mask assembly according to claim 40p wherein the aperture of the 

tim has a generally trapezoidal shape. 
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V 42. A respiratory mask assembly according to claim 41, jwhereih the aperture of the 
rim has a base portion with a length in the range of 38-45mm, sides; wim a length in the range of 
20-23mm, and a top portion parallel to the base portion with a ldigtjb in the range of 32T36mm. 

43. A cushion for a respiratory mask assembly that delivers breathable gas to an adult 
patient, the cushion comprising: . ". ...l 

a side wall structured to be removably attached to a frame; | 

a rim extending away from the side wall; and 

a membrane provided to substantially surround the rim, j 

i 

wherein an inner edge of the membrane defines an aperture, the aperture having a 
generally trapezoidal shape. 

i 

44. A cushion according to claim 43, wherein the membijane is adapted to form a seal 
on the patient's nasal bridge region positioned substantially along a transition between the bony 
region and the cartilage region of the patient's nose* " 

i 

i 

45. A cushion according to claim 44, wherein the membijane is adapted to form a seal 
on the patient's lip region positioned below the patient's nose and above the upper lip of the 
patient. 

j 
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46. A cushion according to claim 45, wherein the membrane includes a notch to 
accommodate a septum on the patient's lip region. 



47. A cushion according to claim 43, wherein the membrane includes a contoured 
portion that extends upWardly from the side wall and curves inwar|dly along ia generally constant 
radius to terminate at an inner edge of the membrane, the contoured portion-including a gap 
between the rim and the membrane, the gap being maximum in thej contoured portion, and 
wherein the contoured portion is provided in a transition between c|heek and nasal bridge regions 
of the cushion. 

48. A cushion according to claim 43, wherein the membrane includes a contoured 
notch in a nasal bridge region of the cushion positioned substantially along r a transition between 
the bony region and Ihe cartilage region of toe patients 

^atieht*s nasal bridge region. 



49. A cushion for a respiratory mask assembly that delivers breathable gas to a 
patient, the cushion comprising: 

a side wall structured to be attached to a frame; and ! 
a membrane extending away from the side wall, j 

wherein the membrane is structured to engage a patient's jtece such that forces applied to 
the patient's face are substantially evenly distributed around the 6htiie perimeter of the cushion. 
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i 

50. A cushion according to claim 49, wherein a contact jarea betvyeen the membrane 

and the patient's face in a nasal bridge region positioned substantially along a transition between 

• • • ' 

the bony region and the cartilage region of the patient's nose is greater than a contact area 

between the membrane and lip and cheek regions of the patient. 
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5 1 ♦ A respiratory mask assembly for delivering breathable gas to a patient, 
comprising: 

a frame having a main body and a side frame member provided on esicti lateral side of the 
main body, each side frame member including an integrally formedlfirst connector portion; and 

a headgear assembly removably attachable to the frame, the headgear assembly; haying a 
second connector portion adapted to be removably coupled with the first connector portion 
provided on the frame, the second connector portion being manually movable to a releasing 
position to detach the headgear assembly from the frame, ; 

wherein the headgear assembly is rotationally adjustable with respect to the frame* 



52. A respiratory mask assembly according to claim 51, wherein the first connector 
portion includes at least one locking clip receiver assembly having a slot and the second 
connector portion includes a locking tab, the locking tab configured to be insetted into the slot 
and interlocked with a locking flange provided in the slot to removably attach the headgear 
assembly to the frame. 

53 . A respiratory mask assembly according to claim 5 1 , j wherein the headgear 

j 

assembly includes a pair of front straps each having a front strap"e$id,*a top "strap end, arid" a rear 
strap end, and wherein each front strap end is configured to extend parallel to ttie check region of 
the patient below the patient's eye, the top strap end is configured t|o extend away from the front 
strap end along the patient's temple, and the rear strap end is configured to extend around the 
bottom of the patient's ear. \" — 
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54. A respiratory mask assembly according to claim 53/ wherein the front strap ends 
are constructed of two layers of material, one of the layers of materijal having a more rigid 
construction than the other of the layers of material. j 



55. " A respiratory mask assembly according to claim 53, further comprising a yoke 
attached.to each front strap end, the yoke having a shape matching 4 shape of at least a portion of 
thp front strap end, the yoke being made of a material adding some degree of rigidity to the front 
strap end. 

i • 

56. A respiratory mask assembly according to claim 55, jwherem the yoke includes a 
first engagement surface that engages with a second engagement surface provided on a locking 
chp: adapted to be removably coupled with the frame. 

57. A respiratory mask assembly according to claim 56i wherein the locking clip is 
rptationally adjustable with respect to the yoke. 

58. A respiratory mask assembly according to claim. 57|, wherein the locking clip is 
rotationally adjustable with respect to the yoke within an angle in jhe range Of 50-100°. 



59. A respiratory mask assembly according to claim 57, whereto thelocking cUp - = 
includes a retaining flange that provides the second engagement ^urface «qd the yoke includes a 
mounting flange that provides the first engagement surface, the raining flange being inserted 
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into the mounting flange such that the first and second engagement surfaces engage with one 

j 

another to axially retain the locking clip to the yoke. 



60. A respiratory mask assembly according to claim 59, wherein (he locking blip 
includes a plurality of raised teeth that are structured to engage a plurality of teeth provided on a 
tab portion of the yoke so as to rotationally lock the locking clip with lespect jo th£ yoke, the tab 
portion being movable to a. released position to disengage the plurality of raised teeth of the 
locking clip from the plurality of teeth of the tab portion to enable thje rotational adjustment to 
the locking clip with respect to the yoke, 

61. A respiratory mask assembly according to claim 57 , Wherein the locking clip 
includes a locking tab that provides the second connector portion add the frame includes a slot 
providing the first connector portion, the locking clip being inserted into the slot provided in the 
frame with the locking tab interlocking with a locking flange provided in the slot to removably 
attach the locking clip to the frame. 



62. A respiratory mask assembly according to claim 6 l,j Wherein The locking clip 
includes a pair of spring arms that each include a locking tab at a free end thereof and the frame 
includes a pair of slots adapted to receive a respective one of the pair of spring arms, the locking 
tab of each spring arm interlocking with locking flanges provided in respec^ve slots to 
removably attach the locking clip to the frame. 
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63. A respiratory mask assembly according to claim 62, wherein ' fffe locking clip 
includes a central support tab that is inserted into a central support slot provided on the frame 

when the locking clip and frame are engaged so as to prevent relative: movement between the 

I 

locking clip and.the frame. [. 

64. A respiratory mask assembly according to claim 5 1 , further comprising a cushion 
removably attachable to the main body of the frame, the cushion including a side wall having a 
fiKt iixtolocking surface that engages a second interlocking surface jjrovided by the frame when 
the cushion and frame are engaged with one another, wherein the first and sepond interlocking 
surfaces intedocklhg with one another to removably attach the cushipn to the frame. 

65. A respiratory mask assembly according to claim 51, fjuirther cppprising an 
aperture provided through the main body of the frame for the introduction of breathable gas into 
a nasal breathing cavity, and an elbow assembly that is swivelably cdupled tola front surface of 
the frame. 

66. A headgear assembly for a respiratory mask assembly that delivers breathable gas 
to a patient, the headgear assembly comprising: [ 

a pair of front straps each having a front strap end, a top atr^p end, a^d a rear strap end, 
and wherein each front strap end is configured to extend parallel to jthe check region Of the 
patient below the patient's eye, the. top strap end is configured to exjtend away from the front 
strap end along the patient's temple, and the rear strap end i 8 configured to extend around the 
bottom of the patient's ear, 
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a second connector portion adapted to be removably coupled with a first connector 

i : - 

portion provided on a frame, 

.... j :■ ■ • 

wherein the pair of front straps are configured to maintain the frame on the patient* s face 
without obstructing the patient's view. 



67. A headgear assembly according to claim 66, whereinj the first connector portion 
includes at least one locking clip receiver assembly having a skit and the second connector 
portion includes a locking tab, the locking tab configured to be inserted into the slot and 
interlocked with a locking flange provided in the slot to removably attach the headgear assembly 
to the frame. 



68! A headgear assembly according to claim 66, further pomprisnag a yoke attached 
to each front strap end, the yoke having a shape matching a shape of at least ;a portion of the 
front strap end, the yoke being made of a material adding some degree of rigidity to the front 
strap end 

69. A headgear assembly according to claim 68, wherein the yoke includes a first 
engagement surface that engages with a second engagement surfacp provided on a locking clip 
adapted to be removably coupled with the frame. 

70. A headgear assembly according to claim 69, wherein the liking cli]5 is rotatiohally 
adjustable with respect to the yoke. 
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71 . A respiratory mask assembly for delivering breathable gas to a patient, 
comprising; 

a frame having a front surface and a rear surface, opposite the front sxirface, and adapted 
in use to face the patient, the frame defining an inner wall and an oujter wall ^ extending from the 
rear surface, the inner and outer walls being spaced to define a channel therebetween; arid 

a cushion being removably attachable to the frame such that jthe cushion and frame axe 
repeatably engagable with and disengagable from one another, the cushion including a side wall 
to be inserted into the channel of the frame, the side wall having a first interlocking surface that 
engages a second interlocking surface provided in the channel when the cushion and frame axe 
engaged with one another, wherein the first and second interlocking- sxrfaceis mterlocking with 
one another to removably attach the cushion to the frame* 

72. A respiratory mask assembly according to claim 71 , wherein the side wall of the 
cushion includes at least one lug that provides the first interiockiag isurface and at least one of 
inner and outer walls includes at least one protrusion that provides the second interlocking 
surface, the at least one lug engaging the at least one protrusion to ijemovably attach the cushion 
to the frame. 

73. A respiratory mask assembly according to claim 71, j wherein^ length of the inner 
wall is greater than a length of the outer wall such that the inner w*pl protrudes away from the 
rear surface a distance that is greater than a distance the outer wall protrudes away from the rear 
surface. 
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74, A respiratory mask assembly according to claim 71, further comprising ah 
aperture provided through a main body of the frame for the introduction of breathable gas into a 
nasal breathing cavity defined by the cushion and the frame, and an elbo w assembly that is 

: 

i 

swivelably coupled to the front surface of the frame. l _. ; 



75 . A respiratory mask assembly according to claim 7 1 , further comprising a 
headgear assembly removably attachable to the frame, wherein the frjame includes a main body 
acc ?? am !? datiB S the cushion and a side frame member provided on eich .lateral side qf the main 
body, each side frame member including an integrally formed first cjcnrnectar portion adapted to 
be removably coupled with a second connector portion provided on the headgear assembly* 

76. A respiratory mask assembly according to claim 75, wherein the first connector 
portion includes at least one locking clip receiver assembly having a jslot configured to receive a 
locking tab provided on the headgear assembly, the locking tab interlocking with a locking 
flange provided in the slot to removably attach the headgear assembly to the frame. 

77. A respiratory mask assembly for delivering breathable! gas to apatieht, 
comprising: 

a frame; and 

a cushion removably attachable to the frame such that the cushion and^frame are 
repeatably engagable with and disengagable from one another, 

the cushion and the frame being structured to enable an engagement force for engaging 

the cushion with the frame and a disengagement force for disengaging the cushion from the 

frame to be adjustable such that the engagement force is (1) greater than the disengagement 

force, (2) less than the disengagement force, or (3) equal to the disengagement force. 

SUBSTITUTE SHEET (RULE 26) 



07/13/2010 TUE 05:07 [TX/RX NO 6644 ] @J 129 



NIXON S VANDERHYE B6stAv«ilaWlg-<86^yl100 Jul 1 3 201 0 5:25 P. 129 

WO 03/090827 PCT/AU03/004S8 

98 



78. A respiratory mask assembly according to claim 77, wherein the frame has a front 
surface and a rear surface, opposite the front surface, and adapted in use to face the patient, the 
frame defining an inner wall and an outer wall extending from thejrear surface, the inner and 
outer walls being spaced to define a channel therebetween; and . ; 

the cushion includes a side wall to be inserted into the channel of the frame, the side wall 
having a first interlocking surface that engages a second interlocking surface provided in the 
channel when the cushion and frame are engaged with one another, wherein the first and second 
interlocking surfaces interlocking with one another to removably ajttach the ^cushion to the frame. 

79. A respiratory mask assembly according to claim 78, wherein the side wall of the 
cushion includes at least one lug that provides the first interlocking surface, and at least one of 
inner and outer walls includes at least one protrusion that provides jthe second interlocking 
surface, the at least one lug engaging the at least one protrusion to removably attach the cushion 
to the frame. 

80. A respiratory mask assembly according to claim 7 8, i wherein:; a length of the inner 
wall is greater than a length of the outer wall such that the inner wall protrudes away from the 
rear surface a distance that is greater than a distance the outer wall iprotrudes away from the rear 
surface. 

81. A respiratory mask assembly according to claim 77, wherein; the channel of the 
frame has a trapezoidal shape. 
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82. A respiratory mask assembly according to claim 77, further comprising an 
aperture provided through a main body of the frame for the infcxxfcbtion of -breathable gas into a 
nasal breathing cavity defined by the cushion and the frame, and an elbow assembly that is 
swivelably coupled to the front surface of the frame. 



83. A respiratory mask assembly according to claim 77^ te 

headgear assembly removably attachable to the frame, wherein the; frame includes a main body 
accommodating the cushion and a side frame member provided bnj each lateral side of the main 
body, each side frame member including an integrally formed first connector portion adapted to 
be removably coupled with a second connector portion provided on the headgear : assembly. 

84. A respiratory mask assembly according to claim 83; wherein the first connector 
portion includes at least one locking clip receiver assembly having! a slot configured to receive a 
locking tab provided on the headgear assembly, the locking tab interlocking with -a locking 
flange provided in the slot to removably attach the headgear assembly to the frame. 

85 . .A frame for a respiratory mask assembly that delivers breathable gas to a patient, 

i 

the -frame comprising: 

a main body having a front surface and a rear surface adapted in use. to face the patient, 
the main body having an aperture provided therethrough for the introduction of breathable gas 
into a nasal breathing cavity defined by the frame; and 

a wall extending from the front surface and surrounding th^ aperture, the wall having a 
flange at a distal end thereof that is structured to swivelably couple with an^elbow assembly. 



SUBSTITUTE SHEET (RULE 26) 



V 



07/13/2010 TUE 05:07 [TX/RX NO 6644] @) 1 3 



NIXON & VANDERHYE gfest ^V^ifeifl^i^y 41 00 Jul 1 3 201 0 5:26 P - 131 

WO 03/090827 PCT/AU03/00458 

ioo ' \ :" 

86. A frame according to claim 85, further comprising an inner w!iall and an outer Wail 
extending from the rear surf ace, the inner and outer walls being spaced to define a channel 
therebetween that is structured to receive a side wall of a cushion sci as to removably attach the 
cushion to the frame. 



87, A frame according to claim 85, further comprising ah aperture provided ihrough a 
main body of the framfe for the: introduction of breathable gas into a jnasal bathing cavity 
defined by the frame, and an elbow assembly that is swivelably coupled to the front surface of 
the frame. 



88. A frame according to claim 87, wherein the elbow assembly includes a swivel 
elbow having a first end portion in communication with a gas delivery tube and a second end 
portion detachably coupled to the frame without accessing the nasal breathing cavity, 

89, A frame according to claim 88, wherein the second end portion of the swivel 
elbow includes a mating portion adapted to engage the aperture of the frame; and a resilient collar 
that substantially surrounds the mating portion to define a receiving space between the collar and 
the mating portion, and the frame includes an extension defining th;e apertm-e with a flange : 
formed theieori, and wherein the collar is configured to flex outwardly upon entry of the flange 
into the receiving space until the second end portion reaches an operative position in which the 
collar flexes "inwardly by virtue of the resiliency thereof so as to lock the ffange with respect to 
the collar and thereby detachably couple the elbow assembly to the frame. 

90. A frame according to claim 85, further comprising ;a headgear assembly 

removably attachable to the frame, wherein the frame includes a iiiain body accommodating the 
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cushion and a side frame member provided on each lateral side of the main body, each side 
frame member including an integrally formed first connector portion adapted to be removably 
coupled with a second connector portion provided on the headgeaxi^embly. 
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91. A respiratory mask assembly for delivering breathable gas to a patient, comprising: 

a frame having a front surface and a rear surface adapted in use to face the patient, the 
frame including a main body providing an aperture therethrough for the introduction of 
breathable gas into a nasal breathing cavity, and 

an elbow assembly swivelably coupled to the front surface of the frame, the elbow 
assembly including a swivel elbow that defines an intake port and an exhauist pott separated 
from the intake port using a baffle, 

wherein the elbow assembly includes an end portion that interfaces with the aperture of 
theframe. 

92. A respiratory mask assembly according to claim 91, whereto the elbow assembly 
has a surface that is adapted to directly engage a surface of a gas delivery tube. 

93* A respiratory mask assembly according to claim 9 1, ; wherein: the elbow assembly 
is adapted to be connected directly to the gas delivery tube without a swivel connector between 
the elbow assembly and the gas delivery tube. 

94. A respiratory mask assembly according to claim 91; wherein the elbow assembly 
includes a mating portion that is inserted into the aperture provided in the frame and a lock is 
attached to the mating portion from an inner side of the frame so as to prevent withdrawal of the 
mating portion from the aperture. " 
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95. A respiratory mask assembly according to claim 91- whereirithe baffle is 
configured to direct exhaust gas away from the nasal breathing cavity in a first direction that is 
substantially opposite to a second direction in which the intake port delivery; incoming gas to the 
nasal breathing cavity. ..z ; 



96. A respiratory mask assembly according to claim 91, iwherein the elbow assembly 
includes a swivel elbow having a first end portion in communication with a gas delivery tube 
and a second end portion detachably coupled to the frame without accessing Jhe nasal breathing 
cavity. 



97. A respiratory mask assembly according to claim 96, wherein the second end 
portion of the swivel elbow includes a mating portion adapted to engage the aperture of the 
frame and a resilient collar that substantially surrounds the mating portion tp;deflne a receiving 
space between the collar and the mating portion, and the frame inchides an extension ^fining 
the aperture with a flange formed thereon, and wherein the coUar is configured to flex outwardly 
upon entry of the flange into the receiving space until the second end portion reaches an 
operative position in which the collar flexes inwardly by virtue of the resiHeiicy thereof so as to 
lock the flange with respect to the collar and thereby detachably couple the elbow assembly to 
the frame. 

98. A respiratory mask assembly according to claim 97, jwherein the mating portion 
extends beyond the collar to facilitate alignment of the second end portion of the swivel elbow = 
with respect to. the frame. . . j.* ...... . 
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99. A respiratory mask assembly according to claim 97,; wheremjthe swivel elbow 
includes release portions on each side of the collar that arc flexed towanls one another to 
the collar outwardly so as to allow the flange to move out of the receiving space to detach the 
elbow assembly from the frame. 



move 



100. A respiratory mask assembly according to claim 91, further comprising a 
removable vent cover detachably connected to the elbow assembly, wherein the vent coyer 
includes a main body and at least one vent aperture for gas washout.; 



101. A respiratory mask assembly according to claim 91, further comprising a cushion 
removably attachable to the frame, the cushion having a side wall' with a firstinterlocMng 
surface that engages a second interlocking surface provided by the frame when the cushion and 
frame are engaged with one another, wherein the first and second int^rlockiug surfaces 
interlocking with one another to removably attach the cushion to the : frame. 



102. An elbow assembly for a respiratory mask assembly that <teUy^ breathable gas 
to a patient, the elbow assembly comprising: 

a swivel elbow including a first end portion having a surface that is adapted to directly 
engage a surface of a gas delivery tube and a second end portion detachably and swivelably . 
coupled to a frame, . 

the swivel elbow defining an intake port and an exhaust port Separated from the intake 

port using a baffle, the baffle being configured to direct exhaust gas away from a nasal breathing 
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cavity defined by the frame in a first direction that i* «mh D t»^ « 

unecuon mat is substanuaUy opposite to a second direction 

* which the intake port delivers incoming gas to the nasal breathing cavity. 



103. An elbow assembly according to claim 102, wherein theswive! elbow is adapted 
to be connected directly to the gas delivery tube without a swivei connectorWeen the elbow ' 
assembly, and the gas delivery tube. 



104. An elbow assembly according to claim 102, wherein the swivel elbow includes a 
mating portion that is inserted into an aperture provided in the frame and a lock is attached to the 
mating portion from an inner side of the frame so as to prevent withdrawal of the mating portion 
from the aperture. 



105. An elbow assembly according to claim 102, wherehrthe second end portion of 
the swivel elbow includes a mating portion adapted to engage the aperture of the frameand a 
resilient collar that substantially surrounds me mating portion to define a receiving space 
between the collar and the mating portion, and the frame includes an extension defining the 
aperture with a flange formed thereon, and wherein the collar is configured to flex outwardly 
upon entry of the flange into the receiving space until the second end portion reaches an 
operative position in which the collar flexes inwardly by virtue of the resiliency thereof so as to 
lock the flange with respect to the collar and thereby detachably couple the swivel elbow to the 
frame. 
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106. An elbow assembly according to claim 105, wherein the swivel elbow includes 
release portions on each side of the collar that are flexed towards one another to move the collar 
outwardly so as to allow the flange to move out of the receiving space to detech the swivel 
elbow from the. frame. 



107. An elbow-assembly according to claim 102, farther qompristag.a removable vent 
cover detachably connected to the swivel elbow, wherein the vent cover includes a main body 
and at least one vent aperture for gas washout 



108; A respiratory mask assembly for delivering breathable gas to a patient, 
comprising: 

a frame having a front surface and a rear surface, opposite fhp front surface, and adapted 
in use to face the patient, the frame including an aperture provided through a main body thereof 
for the introduction of breathable gas to the patient; 

a cushion attachable to the frame; and 

a swivel elbow detachably coupled to the frame via a release mechanism positioned on 
the swivel elbow, . 

wherein the aperture has an area of at least 180mm 2 and the patient can breath through 
the apeiture when the snivel is detached from the frame. 



109. A respiratory mask assembly according to claim 108 wherein the aperture has an . 
area in the. range of 200-600 mm 2 . 
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110. A respiratory mask assembly according to claim 108, wherein the aperture has a 
generally circular shape. 
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HI. A respiratory mask assembly for delivering breathable gas to a patient, comprising: 

a frame having a front surface and a rear surface adapted in use to face the patient; 

an elbow assembly that is swivelably coupled to the front surface of the frame, the elbow, 
assembly including one or more vent openings; and 

a removable vent cover detachably connected to the elbow assembly such that the vent 
cover is positioned in covering relation with respect to the one or more vent openings, the vent : 
cover including a main body and at least one vent aperture for gas washout, 

wherein the vent cover includes a ring-shaped base defining an aperture into which a 
portion of the elbow assembly is inserted. 



112. A respiratory mask assembly according to claim 111, wherein the vent cover is 
made of resilient material. 



113. A respiratory mask assembly according to claim ill, wherein a portion of the 
vent cover is detachably connected to the elbow assembly. 

114. A respiratory mask assembly according to claim 1 13, wherein the portion of the 
vent cover includes a flange that is detachably connected to a latch provided on the elbow 
assembly. 
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115. A inspiratory mask assembly according to claim 1.13, wherein tfae portion of the 
vent cover includes a collar that is detachably connected to a flange Jfa^j^^ 
assembly. 



116. A respiratory mask assembly according to claim 111, further comprising an 
aperture provided through a main body of the frame for the introduction of breathable gas into a 
nasal breathing cavity. . ' 



117. A respiratory mask assembly according to claim 116, wherein.the elbow assembly 
includes a mating portion that is inserted into the aperture provided in the frame and a lock is 

• attached to the mating portion from an inner side of the frame so as to prevent withdrawal of the 
mating portion from the aperture. 

118. A respiratory mask assembly according to claim 116, wherein the elboyy assembly 
includes a swivel elbow that defines an intake poit and an exhaust port separated from the intake 
port using a baffle, and wherein the elbow assembly includes an end portion that interfaces with 

: the aperture of the frame. 

119. A respiratory mask assembly according to claim 1 18, wherein the baffle is 
configured to direct exhaust gas away from the nasal breathing cavity in a first direction that is 
substantially opposite to a second direction in which the intake port delivers incoming gas to the 
nasal breathing cavity. 
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120. ^^oryin^^ 
includes a swivel elbow having a first end portion in communication with a^gas delivery tube 
and a second end portion detachably coupled to the frame without accessing the nasal breathing 
cavity. 



121. A respiratory mask assembly according to claim 120, whereM the second end 
portion of the swivel elbow includes a mating portion adapted to.engage me aperture of the 
frame and a resilient collar that substantially surrounds the mating portion to define a receiving 
space between the collar and the mating portion; and the frame includes an extension defining 
the aperture with a flange formed thereon, and wherein the collar is configured to flex outwardly 
upon entry of the flange into the receiving space until the second end portion reaches an 
operative position in which the collar flexes inwardly by virtue of the resiliency thereof so as to 
lock the flange with respect to the collar and thereby detachably couple the elbow assembly to 
the feaxne. 



122. A respiratory mask assembly according to claim 121, wherem . me mating portion 
extends beyond the collar to facilitate alignment of the second end portion of the swivel elbow 
with respect to the frame. 



123. A respiratory mask assembly according to claim 121, wherein the swivel elbow 
includes release portions on each side of the collar that are flexed towards one -another to move 
the collar outwardly so as to allow the flange to move out of the receiving space to detach the 
elbow assembly from the frame. 
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124. A respiratory mask assembly according to claim 121. wherein the extension of the 
frame includes an inside surface that sealingly engages an outside surface of the mating portion 
of the swivel elbow to seal anci provide stability to the connection between the swivel elbow and 
the frame. 



125. A respiratory mask assembly according to claim 111, wherein the elbow assembly 
is adapted to be connected directly to a gas delivery tube without a swivel connector between the 
elbow assembly and the gas delivery tube. 

126. A respiratory mask assembly according to claim 1 11 , further comprising a 
headgear assembly removably attachable to the frame, wherein the frame includes a mai n body 
accommodating the cushion and a side frame member provided on each lateral side of the main 
body, each side frame member including an integrally formed first cbnnectdr portion adapted to 
be removably coupled with a second connector portion provided on the headgear assembly. 

127. A removable vent cover for an elbow assembly of a respiratory mask assembly 
that delivers breathable gas to a patient, the removable vent cover comprising: 

a main body positioned in covering relation with respect to one or moie vent openings in 
the elbow assembly, the main body including at least one vent aperture for gas washout; and 

a ring-shaped base connected to the main body and defimng ^ 
portion of the elbow assembly is inserted. 
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128. A removable vent cover according to claim 127, wherein th^main bodyis made 
of resilient material. 

129. A removable vent cover according to claim 127, wherein a portion of the main 
body is detachably connected to the elbow assembly. 

130. A removable vent cover according to claim 129, wherein the portion of the main 
body includes a collar that is detachably connected to a flange provided on the elbow assembly. 



131. A respiratory mask assembly as claimed in claim 5 1 wherein the headgear is 
magnetically coupled to the frame. 

132, A mask system adapted to fit a large proportion of the patient population comprising 
a frame, headgear and a set of cushions adapted to be removably attachable to the frame, each 
cushion including 

(a) a notch in a nasal bridge region of the cushion adapted to be positioned in use substantially 
along a transition between the bony region and the cartilage region of the patient' b nose and to 
conform to the contours of the patient* s nasal bridge region, the notch having a depth and 

(b) an aperture having a width; I 
wherein the set of cushions includes: 

(x) a first cushion having a notch with a first depth and having an aperture with a first width; 

• ' ■ : 
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(ii) a second cushion having a notch with a second depth, the second depth being latter than the 
fust depth, and having an aperture with approximately the first width; 

(iii) a third cushion having a notch with a third depth, the third depth being shallower than the 
first depth, and having an aperture wider than the firat width. 
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